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Accreditation Program: Laboratory Chapter: Accreditation Participation Requirements

APR.01.01.01

The laboratory submits information to The Joint Commission as required.

Elements of Performance for APR.01.01.01

1. The laboratory meets all requirements for timely submissions of data and information to The Joint Commission. A A
Note 1: The Joint Commission will impose the following consequences for failure to comply with this APR:
- If the laboratory does not comply with the requirement after 31 days, the laboratory will be placed in Provisional Accreditation.

- I f the | aboratory does not comply with the requirement af
from Provisional Accreditation to Conditional Accreditation.
- I f the | aboratory does not comply with the requirement af

from Conditional Accreditation to Denial of Accreditation. In accordance with the Accreditation Committee policy, such

laboratories will not be afforded any appeal.

Note 2: The proposed consequences address only compliance with the requirement itself. They do not address the content of the

| aboratoryés submissions to The Joint Commission. For examj
accreditation (e-App) leads to inaccuracies in the appropriate length of the survey and a longer survey is required, the laboratory

will incur the additional costs of the longer survey. In addition, if there is evidence that the laboratory has intentionally falsified the
information submitted to The Joint Commission, the requirement at APR.01.02.01, EP 1 and its consequences will apply. (See

also APR.01.02.01, EP 1)

Page 3 of 193

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ’i indicates Pre-Publication Version
direct impact requirements apply; (J[) indicates Measure of Success if needed; (D) indicates that documentation is required © 2009 The Joint Commission on

Accreditation of Healthcare Organizations



Accreditation Program: Laboratory Chapter: Accreditation Participation Requirements

APR.01.02.01

The laboratory provides accurate information throughout the accreditation process.

Rationale for APR.01.02.01

The Joint Commission requires each laboratory seeking accreditation to engage in the accreditation process in good faith. Sound
business practices require transparency in all reporting procedures to ensure the safety of the public and the people who work in the
laboratory. Any laboratory that fails to participate in good faith by falsifying information or by failing to exercise due care and diligence
to ensure the accuracy of such information may have its accreditation denied or removed by The Joint Commission.

Elements of Performance for APR.01.02.01

1. The laboratory provides accurate information throughout the accreditation process. (See also APR.01.01.01, EP 1; A A
QSA.01.04.01, EP 1)
Note 1: Information may be received in any of the following ways:
- Provided verbally
- Obtained through direct observation by, or in an interview or any other type of communication with, a Joint Commission
employee
- Derived from documents supplied by the laboratory to The Joint Commission
Note 2: For the purpose of this requirement, falsification is defined as the fabrication, in whole or in part, of any information
provided by an applicant or accredited laboratory to The Joint Commission. This includes redrafting, reformatting, or deleting
document content. However, the laboratory may submit supporting material that explains the original information submitted to
The Joint Commission. These additional materials must be properly identified, dated, and accompanied by the original
documents.

APR.01.03.01

The laboratory reports any changes in the information provided in the application for accreditation and any changes made between
surveys.

Elements of Performance for APR.01.03.01

1. @ The laboratory notifies The Joint Commission in writing within 30 days of a change in ownership, control, location, capacity, or A
services offered.
Note: When the laboratory changes ownership, control, location, capacity, or services offered, it may be necessary for The Joint
Commission to survey the laboratory again. If the laboratory does not provide written notification to The Joint Commission within
30 days of these changes, the laboratory could lose its accreditation.

APR.02.01.01

The laboratory permits the performance of a survey at The Joint Commission's discretion.

Elements of Performance for APR.02.01.01

1. The laboratory permits the performance of a survey at The Joint Commission's discretion. ‘& A
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Accreditation Program: Laboratory Chapter: Accreditation Participation Requirements

APR.03.01.01
The laboratory fulfills requirements for Periodic Performance Review.
Rationale for APR.03.01.01

The Periodic Performance Review (PPR) helps laboratories incorporate The Joint Commission standards into routine daily operations.
When laboratories use the PPR tool to self-assess, monitor, and improve services, their patients are more likely to receive safe, high-
guality care on a constant basis.

Elements of Performance for APR.03.01.01

1. @ The laboratory annually updates and transmits to The Joint Commission the full Periodic Performance Review (PPR) and its Plan
of Action on any recommendations cited. (Refer also to the PPR Options section in "The Accreditation Process" (ACC) chapter.)
Note: For laboratories that select Options 1, 2, or 3, the requirement to transmit the PPR and its Plan of Action to The Joint
Commission may not apply in part or in whole.

3. @ The laboratory exercising Option 1, 2, or 3 for the Periodic Performance Review (PPR) annually attests that, after careful

A
consideration with its legal counsel, the laboratory has decided not to participate in the full PPR.
4. @ The laboratory exercising Option 1 for the Periodic Performance Review (PPR) completes a PPR and Plan of Action. A
Note: The laboratory does not submit this information to The Joint Commission.
6. @ The laboratory exercising Option 2 for the Periodic Performance Review agrees to undergo a limited survey and then submit a A
Plan of Action for recommendations cited as a result of the survey.
7. The laboratory exercising Option 3 for the Periodic Performance Review agrees to undergo a limited survey. A
Note: The laboratory does not receive a written report after the survey.
APR.05.01.01
The laboratory allows The Joint Commission to review the results of external evaluations from publicly recognized bodies.
Rationale for APR.05.01.01
I n order to conduct a meaningful accreditation survey, The Jo
performance. External bodies other than The Joint Commission evaluate areas related to safety and quality. These evaluations
complement accreditation reviews but may have a different focus or emphasis. These evaluations may contain information The Joint
Commission needs to make accreditation decisions.
Elements of Performance for APR.05.01.01
1. @ When requested, the laboratory provides The Joint Commission with all official records and reports of licensing, examining, A

reviewing, or planning bodies.
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Accreditation Program: Laboratory Chapter: Accreditation Participation Requirements

APR.06.01.01

Applicants and accredited laboratories do not use Joint Commission employees to provide accreditation-related consulting

Elements of Performance for APR.06.01.01

services.

1. The laboratory does not use Joint Commission employees to provide any accreditation-related consulting services. A A

Note: Consulting services include, but are not limited to, the following:

- Helping the laboratory to meet Joint Commission standards

- Helping the laboratory to complete its Periodic Performance Review (PPR)

- Assisting the laboratory in remedying areas identified in its PPR as needing improvement
- Conducting mock surveys

- Providing the laboratory with consultation to address Priority Focus Process information

APR.07.01.01

The laboratory accepts the presence of Joint Commission surveyor management staff or a Board of Commissioners member in the

role of observer of an on-site survey.

Elements of Performance for APR.07.01.01

1. The laboratory allows Joint Commission surveyor management staff or a member of the Board of Commissioners to observe the A

on-site survey.

Note: The observer will not participate in the on-site survey process, including the scoring of standards compliance. The

laboratory will not incur any additional survey fees because an observer(s) is present.

APR.08.01.01

The laboratory accurately represents its accreditation status and the programs and services to which Joint Commission accreditation

applies.
Elements of Performance for APR.08.01.01
1. The | aboratoryés advertising accurately reflects
2. The laboratory does not engage in any false or misleading advertising about its accreditation award.

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ’i indicates
direct impact requirements apply; {I} indicates Measure of Success if needed; @ indicates that documentation is required
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Accreditation Program: Laboratory Chapter: Accreditation Participation Requirements

APR.09.01.01

The laboratory notifies the public it serves about how to contact laboratory management and The Joint Commission to report concerns
about patient safety and quality of care.

Note: Methods of notice may include, but are not limited to, distribution of information about The Joint Commission, including contact
information in published materials such as brochures and/or posting this information on the laboratory's Web site.

Elements of Performance for APR.09.01.01

1. The laboratory informs the public it serves about how to contact its management to report concerns about patient safety and A
quality of care.
2. The laboratory informs the public it serves about how to contact The Joint Commission to report concerns about patient safety A
and quality of care.
APR.09.02.01
Any individual who provides laboratory services can report concerns about safety or the quality of care to The Joint Commission
without retaliatory action from the laboratory.
Rationale for APR.09.02.01
Any individual who provides laboratory services should be free to raise concerns to The Joint Commission when the laboratory has not
adequately prevented or corrected problems that can have or have had a serious adverse impact on patients. To support this culture
of safety, the laboratory must communicate to staff that such reporting is permitted. Further, the laboratory must make it clear to staff
that no formal disciplinary actions (for example, demotions, reassignments, or change in working conditions or hours) or informal
punitive actions (for example, harassment, isolation, or abuse) will be threatened or carried out in retaliation for reporting concerns to
The Joint Commission.
Elements of Performance for APR.09.02.01
1. The laboratory educates its staff and other individuals who provide laboratory services that concerns about the safety or quality A
of services provided in the laboratory may be reported to The Joint Commission.
2. The laboratory informs its staff that it will take no disciplinary or punitive action because an employee or other individual who A
provides laboratory services reports safety or quality-of-care concerns to The Joint Commission.
3. The laboratory takes no disciplinary or punitive action against employees or other individuals who provide laboratory services A
when they report safety or quality-of-care concerns to The Joint Commission.
APR.09.03.01
The laboratory is truthful and accurate when describing information in its Quality Report to the public.
Elements of Performance for APR.09.03.01
1. The | aboratory adheres to The Joint Commi ssionbés published A
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Accreditation Program: Laboratory Chapter: Accreditation Participation Requirements

APR.10.03.01

The | aboratory complies with The Joint Commissionébés requireme
Note: Unsuccessful proficiency testing is defined as a failure to achieve satisfactory performance for two consecutive or two out of

three consecutive testing events. The following are considered unsatisfactory proficiency testing events:

- Failure to attain a score of at least 80% for all specialties, subspecialties, or tests, except ABO group and D (Rho) typing and
compatibility testing

- Failure to attain a score of 100% for ABO group and D (Rho) typing and compatibility testing

- Failure to return proficiency testing results to the proficiency testing provider within the time frame specified by that provider

- Omission of results on the proficiency testing form

- Failure to participate in a proficiency testing event

Elements of Performance for APR.10.03.01

1. @ If notified by The Joint Commission of an unsuccessful proficiency testing status, the laboratory submits a plan of action within 10
calendar days of notification.

2. The laboratory must cease testing if unsuccessful proficiency testing is documented and one of the following occurs: The
laboratory has failed to submit a written Plan of Action after two requests from The Joint Commission.
Note: The laboratory must cease testing for at least six months after the notice is issued for the testing specified. The laboratory
may not resume testing until the criteria for reinstatement are met and the laboratory receives written confirmation from The Joint
Commission that it may resume testing.

3. The laboratory must cease testing if unsuccessful proficiency testing is documented and one of the following occurs: The Plan of
Action has not been found acceptable by The Joint Commission after three opportunities to provide an acceptable plan.
Note: The laboratory must cease testing for at least six months after the notice is issued for the testing specified. The laboratory
may not resume testing until the criteria for reinstatement are met and the laboratory receives written confirmation from The Joint
Commission that it may resume testing.

4. The laboratory must cease testing if unsuccessful proficiency testing is documented and one of the following occurs: The
laboratory fails to achieve satisfactory performance on one of the next two consecutive proficiency testing events.
Note: The laboratory must cease testing for at least six months after the notice is issued for the testing specified. The laboratory
may not resume testing until the criteria for reinstatement are met and the laboratory receives written confirmation from The Joint
Commission that it may resume testing.

5. The laboratory must cease testing if unsuccessful proficiency testing is documented and one of the following occurs: The nature,
scope, severity, and duration of the underlying issue warrants a cease in testing, such as nonsequential, but repeated,
unsuccessful proficiency testing events.

Note: The laboratory must cease testing for at least six months after the notice is issued for the testing specified. The laboratory
may not resume testing until the criteria for reinstatement are met and the laboratory receives written confirmation from The Joint
Commission that it may resume testing.

A A
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Accreditation Program: Laboratory Chapter: Document and Process Control

Standard DC.01.01.01

The laboratory establishes procedures for collecting specimens.
Rationale for DC.01.01.01

A specimen that is properly timed, collected, identified, preserved, stored, received, and processed is the first step toward achieving

an accurate result.
Elements of Performance for DC.01.01.01

1. @ The laboratory has written procedures for collecting specimens that address the following: A
- Patient identification
- Patient preparation
- Specimen collection
- Precautions for specimen collection
- Specimen labeling, including the source, when pertinent to the test being ordered, and other labeling information required by
laboratory policy
- Specimen storage; preservation, including organism viability for microbiology specimens; and transport
- Specimen receipt and processing
- Specimen rejection criteria
- Collection of reference laboratory specimens
Note: The | aboratory may use a reference | aboratory's proce
2. Current specimen collection procedures are made available to laboratory staff, nonlaboratory staff, and external providers who A
collect specimens for laboratory testing.
Note: Electronic specimen collection procedure manuals may be used if they are accessible to staff.
3. Staff follow the laboratory's procedures for specimen collection. A

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ’i indicates
direct impact requirements apply; {I} indicates Measure of Success if needed; @ indicates that documentation is required
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Accreditation Program: Laboratory Chapter: Document and Process Control

Standard DC.01.02.01

The laboratory performs testing based on written laboratory test orders.

Elements of Performance for DC.01.02.01

1. @ The laboratory has written procedures for ordering tests. A
2. Individuals who order laboratory tests or receive laboratory test results are authorized to do so in accordance with law and A
regulation.
3. @ Laboratory test orders are made in writing (paper or electronic). A
Note: The test order may be located in the clinical record.
'|I|' 4, Laboratory test orders for laboratory tests are legible. C
'Il' 5. Laboratory test orders are complete and include the following: C
- Patientés first and | ast name
- Patientds gender
- Patientés age or date of birth
- Name of the individual who requested the test
- Name of the individual to contact (which may be the individual requesting the test) concerning potentially life-threatening
laboratory results
- Name of the test(s) ordered
- Any special handling required
- Date and, when pertinent to the test being ordered, time the specimen was collected
- Date and time the specimen arrived at the laboratory
- The specimen source, when pertinent to the test being ordered
- Additional information required by the laboratory to support accurate test interpretation and reporting of results, such as race,
ethnicity, or family history
'|I|' 6. @ If the laboratory permits verbal orders for laboratory testing, the laboratory requests written (paper or electronic) authorization C
within 30 days and retains the written authorization, or documentation of its attempts to obtain written authorization, in
accordance with law and regulation.
@ 7. Before taking action on a verbal order or verbal report of a test result, staff uses a record and "read back" process to verify the ,-i\ C
information.
'Il' 8. Laboratory test orders for interpretation of Pap smears include the following: C

- The date of the woman's last menstrual period
- Information on previous abnormal reports, treatments, or biopsies
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Accreditation Program: Laboratory Chapter: Document and Process Control

Standard DC.01.03.01

The laboratory has a system for maintaining the integrity of, uniquely identifying, and retrieving records for each specimen.

Elements of Performance for DC.01.03.01

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ,j_\ indicates
direct impact requirements apply; {I} indicates Measure of Success if needed; @ indicates that documentation is required

The laboratory has a system for uniquely identifying each specimen collected or received by the laboratory.
Note: This is accomplished by providing each specimen with an individual accession number or any other method that identifies
each specimen in a unique way.

The unique identification for each specimen has the following characteristics:
- Itis included in the labeling of each specimen.

- Itis an identifier in the analytical phases of patient testing.

- It is part of the laboratory record for the specimen.

The laboratory maintains specimen identity throughout all testing phases.

The laboratory is able to retrieve specimens it collects, receives, or tests by date, patient name, or unique identifier within a
regular working day.

Note: This information does not need to be kept in one place or on a single log in the laboratory. A combination of work logs and
test reports can satisfy this requirement.

The laboratory is able to retrieve data on the test order or test report by date, patient name, or unique identifier within a regular
working day. (See also DC.02.04.01, EP 7)

Note: This information does not need to be kept in one place or on a single log in the laboratory. A combination of work logs and
test reports can satisfy this requirement.
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Accreditation Program: Laboratory Chapter: Document and Process Control

Standard DC.02.01.01

The laboratory has procedures for each laboratory test.

Rationale for DC.02.01.01

Written procedures play an important role in patient safety. They describe the work standards of the laboratory and the steps to be
followed when conducting laboratory tests. When procedures are comprehensive and followed by staff, the laboratory can be
confident that it will produce and report accurate test results.

Elements of Performance for DC.02.01.01

1. @ Written laboratory procedures for each test meet the following requirements:

D 4

- They contain a complete description of the test.

- They include detailed instructions for performing the test.

- They adhere to manufacturersd instructions (preanalytical
- They include the date of implementation.

- They reflect the laboratory's current practice.

- They are readily available to staff performing the testing.

Note 1: Test procedures include, but are not limited to, the following:

- A step-by-step description of the performance of the procedure, including test calculations and interpretation of results

- Microscopic examination, including the detection of inadequately prepared slides

- Result entry in the patient clinical record

- Reporting patient results, including, when appropriate, the process for reporting imminent life-threatening results, or panic or
alert values

- Control and calibration procedures

- Reference intervals (normal values)

- Reportable range

- Special precautions

- Limitations in the test methodology, including interfering factors

- Pertinent literature references

Note 2: An exception to including manufacturers' instructions is allowed when the laboratory establishes the performance
speci fications for test procedures with modifications to ¢t
(See also LD.04.05.09, EPs 1, 2, and 10)

Discontinued procedures are retained for at least two years and include the implementation and discontinuation dates.

If manufacturers' manuals or package inserts are used as procedures, they are modified to include specific laboratory operational
policies.

Note: These may include detailed quality control protocols, calibration protocols, and other institution-specific procedures
regarding the test or instrument.

Staff follow the laboratory's procedures for each test.

KEY: A indicates scoring category A; C indicates scoring category C; g indicates situational decision rules apply; /4, indicates Pre-Pub
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Accreditation Program: Laboratory Chapter: Document and Process Control

Standard DC.02.02.01

The laboratory identifies the individual(s) responsible for performing and reporting laboratory procedures.

Elements of Performance for DC.02.02.01

1. The laboratory is able to identify the individual(s) performing and reporting the laboratory procedure including the preanalytical, A
analytical, and postanalytical phases of testing.
Note: The individual(s) performing and reporting the laboratory procedure does not need to be identified in the report filed in the
patient's clinical record. However, reports that require specific interpretation, such as surgical pathology reports, must identify the
individual making the interpretation.

2. @ When the laboratory uses initials or other unique identifiers to identify the individual(s) performing and reporting the laboratory A
procedure, a written list of names that includes the initials or other unique identifiers for the staff is maintained.

Page 14 of 193

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ,j_\ indicates Pre-Publication Version
direct impact requirements apply; (J[) indicates Measure of Success if needed; (D) indicates that documentation is required © 2009 The Joint Commission on

Accreditation of Healthcare Organizations



Accreditation Program: Laboratory Chapter: Document and Process Control

Standard DC.02.03.01

| aboratory report is complete and is in the patientéds cli

The

Elements of Performance for DC.02.03.01

o

@ 1o0.
@ 11
@D 12

WD

© © N o

©@ ©@ @ OP@PO ©@ OO

13.

The | aboratory report is maintained in the patientés clinic
The laboratory report includes the following information: The name and address of the laboratory performing the test.
The | aboratory report includes the following information: 1

The | aboratory report includes the following information: 1
physical location.

The laboratory report includes the following information: The specimen collection date (and time, when pertinent to the test
performed).

The laboratory report includes the following information: The specimen source, when pertinent to the test performed.
The laboratory report includes the following information: The condition of unsatisfactory specimens.
The laboratory report includes the following information: The results of examinations and tests performed.

The laboratory report includes the following information: The authentication of interpretive reports, such as surgical pathology
reports.

The laboratory report includes the following information: The date and time the test results were generated as a final report. The
date and time cannot be changed on copies of the report that are made at a later date.

The laboratory report includes the following information: The result units (that is, concentration or activity) for quantitative
analytes.

The laboratory report includes the following information: Test reports for nonwaived testing are accompanied by reference
intervals (normal values) specific to the test method used and the population served. (For waived testing, see also WT.05.01.01,
EP 3)

Note 1: This requirement also applies to reference laboratory reports.

Note 2: If the reference intervals (normal values) are not documented on the same page as and adjacent to the laboratory result,
there must be a notation directing the reader to their location.

The | aboratory does not revise results or information relat

KEY: A indicates scoring category A; C indicates scoring category C; g indicates situational decision rules apply; /4, indicates Pre-Pub
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Accreditation Program: Laboratory Chapter: Document and Process Control

'Il' 14. @ For interpretive reports, the qualified individual providing the interpretation authenticates the results. C
Note: Authentication can be verified through electronic signatures, written signatures or initials, rubber-stamp signatures, or
computer key.
Footnote: Qualifications of the individual providing interpretations are described in Clinical Laboratory Improvement Amendments
of 1988 (CLI A 688) wunder Subpart M: "Personnel for Nonwai ve
requirement is located at http://wwwn.cdc.gov/clia/regs/toc.aspx.

15. The individual identified by the electronic signature, written signature or initials, rubber-stamp signature, or computer key used for A
authentication is the only individual who uses it.
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Accreditation Program: Laboratory Chapter: Document and Process Control

Standard DC.02.04.01

The laboratory retains records as required by law and regulation.

Elements of Performance for DC.02.04.01

1. The laboratory retains quality control records, including test system performance specifications and quality system assessments, A
for at least two years, or longer if required by law and regulation.

2. The laboratory retains immunohematology, including blood and blood component records and transfusion records, for at least 10 A
years after the records of processing are completed or 6 months after the latest expiration date for the individual product,
whichever is the later date, and histocompatibility records for at least 5 years or longer if required by law and regulation.
Note: For immunohematology: When there is no expiration date, records shall be retained indefinitely.

3. The laboratory retains test orders for at least two years, or longer if required by law and regulation. A
Note: This includes the patient's clinical record, if it is used as the test order.

4, The testing laboratory retains instrument printouts for at least two years, or longer if required by law and regulation. A
Note: Retained records may be paper or electronic. Electronic systems must be able to retrieve all information printed on the
original hard copy generated at the time of testing in order to be considered satisfactory for compliance.

GII' 5. The testing laboratory retains an original test report or an exact copy, including preliminary, final, corrected, and reference C
laboratory reports, for the following periods:
- At least 5 years for histocompatibility reports
- At least 10 years after the records of processing are completed or 6 months after the latest expiration date for the individual
product, whichever is the later date for immunohematology reports
- At least 10 years for histopathology and cytology reports
- At least 2 years for all other reports
Note 1: The exact copy includes the name and address of the laboratory performing the test. The copy may be on paper or
maintained in a computer system, microfilm, or microfiche record. A manual log containing duplicate information is also
acceptable. For tests requiring an authorized signature or containing individual identifiers, the copy includes the signature or
individual identifiers.
Note 2: The referring laboratory may permit each testing laboratory to send the test result directly to the authorized person who

initially ordered the test. The referring | aboratory must r
report.
Note 3: For immunohematology: When there is no expiration date, records shall be retained indefinitely.
'Il' 6. For all other laboratory records, the laboratory complies with law and regulation for record retention. C
7. The laboratory is able to retrieve reports in a timely manner to support patient care and other activities. (See also DC.01.03.01, A
EP 5)
8. The laboratory maintains records, slides, blocks, and tissues and makes arrangements for their availability for the time frames A

required by law and regulation in the event that the laboratory ceases to operate.
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Accreditation Program: Laboratory Chapter: Document and Process Control

Standard DC.03.01.01

The laboratory implements a standardized approach to hand-off communications.

Elements of Performance for DC.03.01.01

GII' 1. The laboratory's process for hand-off communication provides for the opportunity for discussion between the giver and receiver ‘,—'iw\ C
of patient information.
Not e: Such information may include the patientds condition,

changes to any of these.
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Accreditation Program: Laboratory Chapter: Environment of Care

Standard EC.01.01.01

The laboratory plans activities that minimize risks in the environment of care.
Note: One or more persons can be assigned to manage risks associated with the management plans described in this standard.

Rationale for EC.01.01.01

Risks are inherent in the environment because of the types of care provided and the equipment and materials that are necessary to
provide that care. The best way to manage these risks is through a systematic approach that involves the proactive evaluation of the
harm that could occur. By identifying one or more individuals to coordinate and manage risk assessment and reduction activities - and
to intervene when conditions immediately threaten life and health - laboratories can be more confident that they have minimized the
potential for harm. Risks in the environment include safety and security for people, equipment, and other material; the handling of
hazardous materials and waste; the potential for fire; the use of laboratory equipment; and utility systems.

Written management plans help the laboratory manage risks. These plans are not the same as operational plans, but they do provide
a framework for managing the environment of care. These plans should also address the scope and objectives of risk assessment and
management, describe the responsibilities of individuals or groups, and give time frames for specific activities identified in the plan.
Note: It is not necessary to have a separate plan for each of the areas identified in the standard; they may all be contained in a single
document.

Elements of Performance for EC.01.01.01

1. Laboratory leaders identify an individual(s) to manage risk, coordinate risk reduction activities in the environment of care, collect
information on deficiencies, and disseminate summaries of actions and results.
Note 1: This information is disseminated to individuals with responsibility for the issues being addressed.
Note 2: Deficiencies include injuries, problems, or use errors.

2. Laboratory leaders identify an individual(s) to intervene whenever environmental conditions immediately threaten life or health or
threaten to damage equipment or buildings.

3.@The | aboratory has a written plan for providing a safe envi
EC.04.01.01, EP 15)

4.@The | aboratory has a written plan for providing a secure er

EC.04.01.01, EP 15)
. @ The laboratory has a written plan for managing the following: Hazardous materials and waste. (See also EC.04.01.01, EP 15)
. @ The laboratory has a written plan for managing the following: Fire safety. (See also EC.04.01.01, EP 15)
. @ The laboratory has a written plan for managing the following: Laboratory equipment. (See also EC.04.01.01, EP 15)

0 N o O

. @ The laboratory has a written plan for managing the following: Utility systems. (See also EC.04.01.01, EP 15)

>

> > >» >
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Accreditation Program: Laboratory Chapter: Environment of Care

Standard EC.02.01.01

The organization manages safety and security risks.

Rationale for EC.02.01.01

Safety and security risks are present in most health care env
visitors, and those who work in the laboratory. It is important to identify these risks in advance so that the laboratory can prevent or
effectively respond to incidents. In some laboratories, safety and security are treated as a single function, although in others they are
treated as separate functions.

Safety risks may arise from the structure of the physical environment or the performance of everyday tasks, or be related to situations
beyond the | aboratoryds control, such as the weather. Safety
are often intentional. Security protects individuals and property against harm or loss. Examples of security risks include workplace
violence, theft, and unrestricted access to medications. Security incidents are caused by individuals from either outside or inside the
laboratory.

Elements of Performance for EC.02.01.01

1. The laboratory identifies safety and security risks associated with the environment of care. A
Note: Risks are identified from internal sources such as ongoing monitoring of the environment, results of root cause analyses,
results of proactive risk assessments of high-risk processes, and from credible external sources such as Sentinel Event Alerts.
(See also EC.04.01.01, EP 14)

GII' 3. The laboratory takes action to minimize or eliminate identified safety and security risks associated with the physical environment. & C
IIB' 5. The laboratory maintains all grounds and equipment. C
Note 1: When the laboratory is located within a hospital, the hospital is responsible for maintenance of the grounds.
Note 2: For additional requirements regarding laboratory equipment, please refer to EC.02.04.01 and EC.02.04.03.
GII' 7. The laboratory identifies individuals permitted to enter its facilities. C
Note: Determination of those individuals requiring identifi
8. The laboratory controls access to and from areas it identifies as security sensitive. /A
@ 11 The laboratory acts in accordance with product notices and recalls. C
12. The laboratory establishes safety policies and procedures that are distributed, practiced, enforced, and reviewed as defined by A

the laboratory.

Standard EC.02.01.03

The laboratory prohibits smoking.

Elements of Performance for EC.02.01.03

1. Smoking is not permitted in the laboratory and areas under the control of the laboratory. A
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Accreditation Program: Laboratory Chapter: Environment of Care

Standard EC.02.02.01

The laboratory manages risks related to hazardous materials and waste.

Rationale for EC.02.02.01

Hazardous materials and waste cause harm if they are not managed properly. Examples of such materials include chemicals (such as
cleaning products, solvents, and pesticides), compressed gases, and hazardous energy sources. Federal, state, or local regulations
often guide the handling, use, and storage of hazardous materials and waste. The laboratory identifies materials it uses that need
special handling to minimize the risks of unsafe use and improper disposal.

This chapter previously addressed infectious and regulated medical waste, but this requirement has moved to the "Infection

Prevention and Control" (IC) chapter. Nevertheless, it is important for laboratories to be aware that the presence of these substances

in the environment could be harmful to staff.

Note: This standard does not address oxygen because it is not
EC.02.01.01. However, other substances such as blood are covered by this standard.

Elements of Performance for EC.02.02.01

1. @ The laboratory maintains a written, current inventory of hazardous materials and waste that it uses, stores, or generates. The A
only materials that need to be included on the inventory are those whose handling, use, and storage are addressed by law and
regulation. (See also 1C.02.01.01, EP 6)

3. @ The laboratory has written procedures, including the use of precautions and personal protective equipment, to follow in response A
to hazardous material and waste spills or exposures. (See also 1C.02.01.01, EP 3)
4, The laboratory implements its procedures in response to hazardous material and waste spills or exposures. _,-i\ A
'Il' 5. The laboratory minimizes risks associated with selecting, handling, storing, transporting, using, and disposing of hazardous C
chemicals.
6. The laboratory minimizes risks associated with selecting, handling, storing, transporting, using, and disposing of radioactive & A

materials. (See also QSA.19.01.01, EP 2)

Ql:l' 7. The laboratory minimizes risks associated with the selection and use of hazardous energy sources. /A C
Note: Hazardous energy sources include, but are not limited to, those generated while using electron microscopy.

'IB 9. The laboratory implements processes to minimize risks associated with the selection, handling, storage, transport, use, and C
disposing of hazardous gases and vapors.
Note: Hazardous gases and vapors include, but are not limited to, glutaraldehyde, formalin, and xylene.

10. The laboratory monitors levels of hazardous gases and vapors to determine that they are in safe range. _,-i-\ A
Note: Law and regulation determine the frequency of monitoring hazardous gases and vapors as well as acceptable ranges.
Footnote: See http://www.osha.gov and http://www.cdc.gov/niosh/ for guidance in establishing safe ranges.
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Accreditation Program: Laboratory Chapter: Environment of Care

11. @ For managing hazardous materials and waste, the laboratory has the permits, licenses, manifests, and material safety data A
sheets required by law and regulation.

12. The laboratory labels hazardous materials and waste. Labels identify the contents and hazard warnings. A
Footnote: The National Fire Protection Association (NFPA) ¢

Bloodborne Pathogens and Hazard Communications Standards provide details on labeling requirements.

Standard EC.02.03.01
The laboratory manages fire risks.

Rationale for EC.02.03.01

The | aboratoryés plan for fire response is an essential part
evaluated in drill scenarios or actual fire situations in order to assess performance of staff and fire safety equipment. Testing the fire
response plan should involve realistic situations, although actual evacuation of patients during the drills is not required.

Elements of Performance for EC.02.03.01
IIB 1. The laboratory minimizes the potential for harm from fire, smoke, and other products of combustion. /A C

3. When a laboratory is part of an accredited organization, it works with the accredited organization to establish mutual A
responsibilities for fire safety activities.
Note: When the laboratory is located in an accredited organization's building(s), compliance with the Life Safety Code for the
laboratory is the responsibility of the accredited organization. The laboratory should, however, request information on any Life
Safety Code deficiencies that might compromise its safety.

4. The laboratory maintains free and unobstructed access to all exits. A

9. @ For independent laboratories that are not owned by or affiliated with a health care organization, such as a reference lab: The A
laboratory has a written fire response plan.

10. The written fire response plan describes the specific roles of staff and licensed independent practitioners at and away from a A
fire's point of origin, including when and how to sound fire alarms, how to contain smoke and fire, how to use a fire extinguisher,
and how to evacuate to areas of refuge. (See also EC.02.03.03, EP 5)
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Standard EC.02.03.03

The laboratory conducts fire drills.

Elements of Performance for EC.02.03.03

2. The laboratory conducts fire drills every 12 months from the date of the last drill in all freestanding buildings classified as A
business occupancies and in which patients are seen or treated.
Note 1: When a laboratory shares a building with others, drills need to be conducted only in areas that the laboratory occupies.
Note 2: An organization-wide fire drill meets this requirement for laboratories that are part of an accredited organization.

5. @ The laboratory critiques fire drills to evaluate fire safety equipment, fire safety building features, and staff response to fire. The A
critiques are documented. (See also EC.02.03.01, EP 10)
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Standard EC.02.03.05

The laboratory maintains fire safety equipment and fire safety building features.

Note: This standard does not require laboratories to have the types of fire safety equipment and building features described in the
elements of performance of this standard. However, if these types of equipment or features exist within the building, then the following
maintenance, testing, and inspection requirements apply.

Elements of Performance for EC.02.03.05

@ 15.©

22. (D)
23. (D)

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ,j_\ indicates
direct impact requirements apply; {I} indicates Measure of Success if needed; @ indicates that documentation is required

At least monthly, the laboratory inspects portable fire extinguishers. The completion dates of the inspections are documented.
Note 1: There are many ways to document the inspections, such as using bar-coding equipment, using check marks on a tag, or
using an inventory.

Note 2: Inspections involve a visual check for the presence and correct type of extinguisher, broken parts, full charge, and ease
of access.

Note 3: For additional guidance on inspection of fire extinguishers, see NFPA 10, Standard for Portable Fire Extinguishers, 1998
edition (Sections 1-6, 4-3, and 4-4).

Every 12 months, the laboratory performs maintenance on portable fire extinguishers. The completion date of the maintenance is
documented.

Note 1: There are many ways to document the maintenance, such as using bar-coding equipment, using check marks on a tag,
or using an inventory.

Note 2: For additional guidance on maintaining fire extinguishers, see NFPA 10, 1998 edition (Sections 1-6, 4-3, and 4-4).

The laboratory tests fire-alarm and fire-detection systems in time frames it establishes. The completion date of the tests is
documented.

Every 12 months, the laboratory performs preventive maintenance on fire-alarm and fire-detection system components. The
completion date of the maintenance is documented.

Every 12 months, the laboratory inspects and tests (with or without discharge) automatic fire-extinguishing systems. The
completion date of the tests is documented.

Fans or dampers in air-handling and smoke-management systems are functional.
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Standard EC.02.04.01

The laboratory manages laboratory equipment risks.

Elements of Performance for EC.02.04.01

® 0@

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ’i indicates
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The laboratory solicits input from individuals who operate and service equipment when it selects and acquires laboratory
equipment.

The laboratory maintains a written inventory of laboratory equipment and equipment incident history. The laboratory evaluates
new types of equipment before initial use to determine whether they should be included in the inventory.

The laboratory identifies, in writing, the activities and frequencies for inspecting, testing (including function checks), and
maintaining laboratory equipment based on the following:

- Manufacturersod6 recommendations when avail abl e

- Identified risks

- Clinical Laboratory Improvement Amendments of 1988 (CLIA '88) guidelines

- History and experience with the laboratory equipment

(See also EC.02.04.03, EPs 7-9; QSA.02.02.01, EP 5)

Note: This requirement also applies whenever the laboratory modifies commercially available equipment or for equipment that is
used in a test system developed by the laboratory.

The laboratory identifies, in writing, frequencies for inspecting, testing, and maintaining laboratory equipment on the inventory
based on criteria such as manufacturers6 recommendations

The laboratory monitors and reports all incidents in which laboratory equipment is suspected in or attributed to the death, serious
injury, or serious illness of any individual, as required by the Safe Medical Devices Act of 1990.
Note: Laboratory equipment includes instruments and machines intended for use in diagnosing disease or other conditions.
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Standard EC.02.04.03

The laboratory inspects, tests, and maintains laboratory equipment.

Elements of Performance for EC.02.04.03

4. @ The laboratory conducts performance testing of and maintains all sterilizers (autoclaves). These activities are documented. (See
also 1C.02.02.01, EP 2)

@ 6. @ The laboratory documents major repairs and parts replacement for each instrument or piece of equipment, for the life of the
instrument or equipment.

GII' 7. @ The laboratory performs preventive maintenance, periodic inspection, and performance testing of each instrument or piece of
equipment. These activities are documented. (See also EC.02.04.01, EP 3)

'Il' 8. @ The laboratory evaluates analytical measuring equipment and instruments for all critical operating characteristics. This evaluation
is documented. (See also EC.02.04.01, EP 3)

IIB 9. @ The laboratory evaluates automated volumetric equipment. This evaluation is documented. (See also EC.02.04.01, EP 3)

@ 10. @ The laboratory monitors temperature-controlled spaces and equipment at frequencies established by the laboratory, using
manufacturers' guidelines. The temperature is documented.

@ 11. @ For each instrument or piece of equipment, the laboratory retains any daily, weekly, monthly, quarterly, or semiannual
performance testing and function checks for at least two years.
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Standard EC.02.05.01

The laboratory manages risks associated with its utility systems.

Elements of Performance for EC.02.05.01

2. @ The laboratory maintains a written inventory of all operating components of utility systems or maintains a written inventory of A
selected operating components of utility systems based on risks for infection, occupant needs, and systems critical to laboratory
services. The laboratory evaluates new types of utility components before initial use to determine whether they should be
included in the inventory. (See also EC.02.05.05, EPs 1 and 5)
Note: A laboratory within an accredited organization that has an inventory can substitute that inventory for its own, as long as the
laboratory has input into its formation.

'|I|' 3. @ The laboratory identifies, in writing, the activities for inspecting, testing, and maintaining all operating components of utility C
systems on the inventory. The activities are based on criteria such as manufacturers' recommendations, risk levels, and
laboratory experience. (See also EC.02.05.05, EP 5)
Note: Laboratories may use different approaches to maintenance. For example, activities such as predictive maintenance,
reliability-centered maintenance, interval-based maintenance, corrective maintenance, or metered maintenance may be selected
to provide for dependable performance.

4. @ The laboratory identifies, in writing, the intervals for inspecting, testing, and maintaining all operating components of the utility A
systems on the inventory, based on criteria such as manufacturers' recommendations, risk levels, or laboratory experience. (See
also EC.02.05.05, EP 5)

6. In areas designed to control airborne contaminants (such as biological agents, gases, fumes, dust), the ventilation system ,-i\ A
provides appropriate pressure relationships, air-exchange rates, and filtration efficiencies.
7. @ The laboratory maps the distribution of its utility systems. A
8. The laboratory labels utility system controls so that staff are able to partially or completely shut down systems in emergencies. A
9. @ The laboratory has written procedures for responding to utility system disruptions. A
10. The laboratory's procedures address shutting off the malfunctioning system and notifying staff in affected areas. A
11. The laboratory's procedures address performing emergency clinical interventions during utility system disruptions. A
12. The laboratory's procedures address how to obtain emergency repair services. A
13. The laboratory responds to utility system disruptions as described in its procedures. _,-i\ A
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Standard EC.02.05.03

The laboratory has a reliable emergency electrical power source.

Elements of Performance for EC.02.05.03

1. The laboratory has emergency power for the following: Alarm systems, as required by the Life Safety Code. ‘,—'i\ A
Note: For guidance in establishing a reliable emergency power system (that is, an essential electrical distribution system), see
NFPA 99, 1999 edition (Section 13-3.3).

2. The laboratory provides emergency power for the following: Exit route and exit sign illumination, as required by the Life Safety _,-i\ A
Code.

3. The laboratory provides emergency power for the following: Emergency communication systems, as required by the Life Safety .-'i\. A
Code.

7. The laboratory provides emergency power for the following: Blood, bone, and tissue storage units. ,-i\ A

8. The laboratory provides emergency power for the following: Essential refrigeration and heating as identified by the laboratory, A

such as designated refrigerators, freezers, and incubators.

9. The laboratory provides emergency power for the following: Essential laboratory equipment as identified by the laboratory, such A
as blood gas equipment in a stat lab.

Standard EC.02.05.05

The laboratory inspects, tests, and maintains utility systems.
Note: At times, maintenance is performed by an external service. In these cases, laboratories are not required to possess
maintenance documentation but have access to such documentation during survey and as needed.

Elements of Performance for EC.02.05.05

(@ 1. (D The laboratory tests utility system components on the inventory before initial use. The completion date of the tests is C
documented. (See also EC.02.05.01, EP 2)
Ql:l' 5.@The | aboratory inspects, tests, and maintains the foll owing C

activities are documented. (See also EC.02.05.01, EPs 2-4)
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Standard EC.02.05.07

The laboratory inspects, tests, and maintains emergency power systems.

Note: This standard does not require laboratories to have the types of emergency power equipment described in the elements of
performance of this standard. However, if these types of equipment exist within the building, then the following maintenance, testing,
and inspection requirements apply.

Rationale for EC.02.05.07

Emergency electrical power supply systems may fail during a power disruption, leaving the laboratory unable to deliver laboratory
services to patients. Testing these systems for sufficient lengths of time at regular frequencies increases the likelihood of detecting
reliability problems and reduces the risk of losing this critical resource when it is most needed.

Elements of Performance for EC.02.05.07

IIB 1. @ At 30-day intervals, the laboratory performs a functional test of battery-powered lights required for egress for a minimum duration C
of 30 seconds. The completion date of the tests is documented.

@ 2. @ Every 12 months, the laboratory either performs a functional test of battery-powered lights required for egress for a duration of 1 C
1/2 hours; or the laboratory replaces all batteries every 12 months and, during replacement, performs a random test of 10% of all
batteries for 1 1/2 hours. The completion date of the tests is documented.

3. @ Every quarter, the laboratory performs a functional test of stored emergency power supply systems (SEPSS) for 5 minutes or as A
specified for its class (whichever is less). The laboratory performs an annual test at full load for 60% of the full duration of its
class. The completion dates of the tests are documented.
Not e 1: Noni SEPSS battery backup emergency power systems tF
during a power failure (for example, laboratory equipment or electronic medical records) should be properly tested and
maintained in accordance with manufacturers' recommendations.
Note 2: SEPSS are intended to automatically supply illumination or power to critical areas and equipment essential for safety to
human life. Included are systems that supply emergency power for such functions as illumination for safe exiting, ventilation
where it is essential to maintain life, fire detection and alarm systems, public safety communications systems, and processes
where the current interruption would produce serious life safety or health hazards to patients, the public, or staff.
Note 3: Class defines the minimum time for which the SEPSS is designed to operate at its rated load without being recharged.
For additional guidance, see NFPA 111, Standard on Stored Electrical Energy Emergency and Standby Power Systems, 1996
edition.

4. @ Twelve times a year, at intervals of not less than 20 days and not more than 40 days, the laboratory tests each emergency .—'i\. A
generator for at least 30 continuous minutes. The completion dates of the tests are documented.
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10.

The emergency generator tests are conducted with a dynamic load that is at least 30% of the nameplate rating of the generator & A
or meets the manufacturerds recommended prime moversd exhai

30% of nameplate rating or the recommended exhaust gas temperature during any test in EC.02.05.07, EP 4, then it must test

each emergency generator once every 12 months using supplemental (dynamic or static) loads of 25% of nameplate rating for

30 minutes, followed by 50% of nameplate rating for 30 minutes, followed by 75% of nameplate rating for 60 minutes, for a total

of 2 continuous hours.

Twelve times a year, at intervals of not less than 20 days and not more than 40 days, the laboratory tests all automatic transfer _,-i\ A
switches. The completion date of the tests is documented.

At least once every 36 months, laboratories with a generator providing emergency power for the services listed in EC.02.05.03, _,-i\ A
EPs 5 and 6, test each emergency generator for a minimum of 4 continuous hours. The completion date of the tests is

documented.

Note: For additional guidance, see NFPA 110, 2005 edition, Standard for Emergency & Standby Power Systems.

The 36-month emergency generator test uses a dynamic or static load that is at least 30% of the nameplate rating of the ,-i\ A
generator or meets the manufacturerod6s recommended pri me mo\

If a required emergency power system test fails, the laboratory implements measures to protect patients, visitors, and staff until .—'i\. A
necessary repairs or corrections are completed.

If a required emergency power system test fails, the laboratory performs a retest after making the necessary repairs or A
corrections.

Standard EC.02.06.01

The laboratory establishes and maintains a safe, functional environment.

13.
28.

29.

30.
31.

Elements of Performance for EC.02.06.01

The laboratory maintains ventilation, temperature, and humidity levels suitable for the laboratory services provided. A
Work areas have enough space and are configured to efficiently handle and house equipment and reagents. The features of A
work areas do not adversely affect test outcomes or compromise staff safety.

Equipment, instruments, reagents, materials, and supplies are provided for the type and volume of testing the laboratory A
performs.

All laboratory areas are safe for staff and visitors. A
Molecular amplification procedures that are not contained in closed systems have a unidirectional workflow that includes A

separate areas for specimen preparation, amplification and product detection, and reagent preparation.

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ,j_\ indicates
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Standard EC.02.06.05
The laboratory manages its environment during demolition, renovation, or new construction to reduce risk to those in the laboratory.
Rationale for EC.02.06.05

In addition to fire safety, there are other hazards and risks resulting from demolition, renovation, or new construction that must be
addressed. It is important to plan and conduct risk assessments before construction begins. Authoritative guidelines and state
regulations can provide valuable information to guide demolition, renovation, or new construction.

Elements of Performance for EC.02.06.05

1. When planning for new, altered, or renovated space, the laboratory uses one of the following design criteria: A
- State rules and regulations
- Laboratory design guidelines published by the Clinical Laboratory Standards Institute
- Guidelines for Design and Construction of Hospitals and Health Care Facilities, 2001 edition, published by the American
Institute of Architects
When the above rules, regulations, and guidelines do not meet specific design needs, the laboratory uses other reputable
standards and guidelines that provide equivalent design criteria.
5. When site conditions or specific clinical needs require modification of design criteria, the laboratory identifies the need to train A
staff about using space and equipment.
Standard EC.03.01.01
Staff and licensed independent practitioners are familiar with their roles and responsibilities relative to the environment of care.
Rationale for EC.03.01.01
People are the key to successfully managing risks in the physical environment. Plans and procedures are of no value if those who
work in the laboratory do not know how to follow them. Everyone who works in the laboratory is responsible for safety, and it is
important for them to know how to identify and minimize risks, what actions to take when an incident occurs, and how to report it.
Elements of Performance for EC.03.01.01
GII' 1. Staff and licensed independent practitioners can describe or demonstrate methods for eliminating and minimizing physical risks C
in the environment of care. (See also HR.01.04.01, EP 1)
IIB 2. Staff and licensed independent practitioners can describe or demonstrate actions to take in the event of an environment of care C
incident. (See also HR.01.04.01, EP 1)
'Il' 3. Staff and licensed independent practitioners can describe or demonstrate how to report environment of care risks. (See also C

HR.01.04.01, EP 1)
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Standard EC.04.01.01

The laboratory collects information to monitor conditions in the environment.

Elements of Performance for EC.04.01.01

13.

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ,j_\ indicates
direct impact requirements apply; {I} indicates Measure of Success if needed; @ indicates that documentation is required

The laboratory establishes a process(es) for continually monitoring, internally reporting, and investigating the following:
- Injuries to patients or others within the laboratory

- Occupational ilinesses and staff injuries

- Incidents of damage to its property or the property of others in locations it controls

- Security incidents involving patients, staff, or others in locations it controls

- Hazardous materials and waste spills and exposures

- Fire safety management problems, deficiencies, and failures

- Laboratory equipment management problems, failures, and use errors

- Utility systems management problems, failures, or use errors

Note 1: All the incidents and issues listed above may be reported to staff in quality assessment, improvement, or other functions.

A summary of such incidents may also be shared with the person designated to coordinate safety management activities.
Note 2: Review of incident reports often requires that legal processes be followed to preserve confidentiality. Opportunities to
improve laboratory services, or to prevent similar incidents, are not lost as a result of following the legal process.

The laboratory reports and investigates the following: Injuries occurring in the laboratory. (See also EC.04.01.03, EP 1)
The laboratory reports and investigates the following: Occupational illnesses and staff injuries. (See also EC.04.01.03, EP 1)

The laboratory reports and investigates the following: Incidents of damage to its property or the property of others in locations it
controls. (See also EC.04.01.03, EP 1)

The laboratory reports and investigates the following: Security incidents involving patients, staff, or others in locations it controls.
(See also EC.04.01.03, EP 1)

The laboratory reports and investigates the following: Hazardous materials and waste spills and exposures. (See also
EC.04.01.03, EP 1)

The laboratory reports and investigates the following: Fire safety management problems, deficiencies, and failures. (See also
EC.04.01.03, EP 1)

The laboratory reports and investigates the following: Laboratory equipment management problems, failures, and use errors.
(See also EC.04.01.03, EP 1)

The laboratory reports and investigates the following: Utility systems management problems, failures, or use errors. (See also
EC.04.01.03, EP 1)

The laboratory conducts environmental tours at least annually.

@]
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14. The laboratory uses its tours to identify environmental deficiencies, hazards, and unsafe practices. (See also EC.02.01.01, EP 1; A
EC.04.01.03, EP 1)

15. Every 12 months, the | aboratory evaluates each environment /3 A
objectives, scope, performance, and effectiveness. (See also EC.01.01.01, EPs 3-8; EC.04.01.03, EP 1)

Standard EC.04.01.03

The laboratory analyzes identified environment of care issues.

Elements of Performance for EC.04.01.03

1. Representatives from the laboratory participate in the analysis of environment of care data. (See also EC.04.01.01, EPs 3-6, 8- A
11, and 14-15)

'Il' 2. The laboratory uses the results of data analysis to identify opportunities to resolve environmental safety issues. (See also C
EC.04.01.05, EP 1)

3. Annually, representatives from the laboratory recommend one or more priorities for improving the environment of care. A

Standard EC.04.01.05

The laboratory improves its environment of care.

Elements of Performance for EC.04.01.05
Ql:l' 1. The laboratory takes action on the identified opportunities to resolve environmental safety issues. (See also EC.04.01.03, EP 2) C

@ 2. The laboratory evaluates changes to determine if they resolved environmental safety issues. C
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Standard EM.01.01.01

The laboratory engages in planning activities prior to developing its Emergency Operations Plan.

Note: An emergency i s an unexpected or sudden event that sign
provide services. At times, an emergency results in a sudden, increased demand for the laboratory's services. Emergencies can be
either human-made or natural (such as an electrical system failure or a tornado), or a combination of both, and they exist on a
continuum of severity. A disaster is a type of emergency that
capabilities and requires outside assistance to sustain patient care, safety, or security functions.

Rationale for EM.01.01.01

An emergency can suddenly and significantly affect demand for
Therefore, the laboratory needs to engage in planning activities that prepare it to form the Emergency Operations Plan. These

activities include identifying risks, prioritizing likely emergencies, attempting to mitigate them when possible, and considering its

potential emergencies in developing strategies for preparedness. Because some emergencies that impact a laboratory originate in the
community, the laboratory needs to take advantage of opportunities, where they exist, to collaborate with relevant parties in the
community.

Elements of Performance for EM.01.01.01
1. The laboratory's leaders participate in planning activities prior to developing an Emergency Operations Plan. A

2. The laboratory identifies potential emergencies and the direct and indirect effects that these emergencies may have on the need A
for its services or its ability to provide those services. (See also IC.01.06.01, EP 4)
Note 1: Some organizations refer to this process as a hazard vulnerability analysis (HVA).
Note 2: The potential of an emergency situation stemming from a surge in infectious patients is addressed in the "Infection
Prevention and Control" (IC) chapter.

The laboratory prioritizes the potential emergencies it has identified. A
4. The laboratory, either as an independent organization or as part of another organization, communicates its needs and A
vulnerabilities to community emergency response agencies ar

Note: A laboratory, either as part of an accredited organization or as an independent organization, may communicate and
integrate with the National Incident Management System, the Laboratory Response Network, or other planning and response
entities serving its community.

5. The laboratory uses its prioritized emergencies as a basis for defining mitigation activities (that is, activities designed to reduce A
the risk of and potential damage from an emergency).
Note: Mitigation, preparedness, response, and recovery are the four phases of emergency management. They occur over time:
Mitigation and preparedness generally occur before an emergency, and response and recovery occur during and after an
emergency.

6. The laboratory uses its prioritized emergencies as a basis for defining the preparedness activities that will organize and mobilize A
essential resources. (See also IM.01.01.03, EPs 1-4)
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Standard EM.02.01.01

The laboratory has an Emergency Operations Plan.

Note 1: The laboratory's Emergency Operations Plan (EOP) is designed to coordinate its communications, resources and assets,
security, staff responsibilities, utilities, and patient clinical and support activities during an emergency (refer to Standards EM.02.02.01,
EM.02.02.03, EM.02.02.05, EM.02.02.07, EM.02.02.09, and EM.02.02.11). Although emergencies have many causes, the effects on
these areas of the organization and the required response effort may be similar. This "all hazards" approach supports a general
response capability that is sufficiently nimble to address a range of emergencies of different duration, scale, and cause. For this

reason, the Planbés response procedures address the prioritize
organization may experience.
Note 2: I f the |l aboratory is part of a Joint Commissioniaccre

laboratory is not required to have a separate Emergency Operations Plan; however, the laboratory is required to follow a plan, either
as part of the overall organizational plan or as a plan specific to the laboratory.

Rationale for EM.02.01.01

A successful response effort relies on a comprehensive and flexible Emergency Operations Plan that guides decision making at the
onset of an emergency and as an emergency evolves. Although the Emergency Operations Plan can be designed in a variety of ways,
it must address response procedures that are both applicabl e
areas (such as communications and utilities) that could be affected by different types of emergencies. Laboratories that are in

hospitals will work collaboratively with the hospital to develop an Emergency Operations Plan that effectively coordinates their
respective responsibilities for mitigation, preparedness, response, and recovery.

Elements of Performance for EM.02.01.01

1. The | aboratoryds | eaders participate in the devel opment of A
2. @ The laboratory has a written Emergency Operations Plan that describes the response procedures to follow when emergencies A
occur.

Note: The response procedures address the prioritized emergencies but can also be adapted to other emergencies that the
laboratory may experience. Response procedures could include the following:

- Maintaining or expanding services

- Conserving resources

- Curtailing services

- Relocating services to an alternative site

- Supplementing resources from outside the local community

- Closing the laboratory to new patients

- Staged evacuation

- Total evacuation

4, @ The laboratory has a written Emergency Operations Plan that describes the recovery strategies, actions, and individual A
responsibilities necessary to restore the | aboratorybs ser\
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5. The Emergency Operations Plan describes the processes for initiating and terminating the laboratory's response and recovery A
phases of the emergency, including under what circumstances these phases are activated.
Note: Mitigation, preparedness, response, and recovery are the four phases of emergency management. They occur over time:
Mitigation and preparedness generally occur before an emergency, and response and recovery occur during and after an
emergency.

6. The Emergency Operations Plan identifies the individual(s) responsible for activating the response and recovery phases of the A
emergency response.
Note: Although a primary individual should be designated by role or title, an alternative individual may also be identified to
assume this responsibility should the primary individual not be available at the time of an emergency.

8. If the laboratory experiences an actual emergency, the laboratory implements its response procedures related to laboratory & A
services for its patients.

Standard EM.02.02.01
As part of its Emergency Operations Plan, the laboratory prepares for how it will communicate during emergencies.
Rationale for EM.02.02.01

The laboratory maintains reliable communication capabilities and channels for the purpose of communicating response efforts to staff
and external organizations. The laboratory establishes backup communication processes and technologies (for example, cell phones,
landlines, bulletin boards, fax machines, satellite phones, Amateur Radio, text messages) to communicate essential information if
primary communications systems fail.

Elements of Performance for EM.02.02.01

1. The Emergency Operations Plan describes how staff and licensed independent practitioners (such as pathologists) will be A
notified when emergency response procedures have been initiated.

3. The Emergency Operations Plan describes how the laboratory will notify external authorities that emergency response measures A
have been initiated.

14. The laboratory establishes backup communication systems or technologies for use in the event that internal or external systems A
fail during an emergency.

17. The laboratory implements the components of its Emergency Operations Plan that require advance preparation to support A
communications during an emergency.
Note: Some components of the Emergency Operations Plan are not implemented unless an emergency is imminent. Other
components, however, can and should be implemented in advance so that the laboratory is as prepared as possible.
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Standard EM.02.02.03

As part of its Emergency Operations Plan, the laboratory prepares for how it will manage resources and assets during emergencies.

Rationale for EM.02.02.03

The laboratory that continues to provide laboratory services during emergencies needs to determine how resources and assets (that
is, supplies, equipment, and facilities) will be managed internally and, when necessary, solicited and acquired from external sources
such as vendors, neighboring health care providers, other community organizations, state affiliates, or a regional parent company. The
laboratory should also recognize the risk that some resources may not be available from planned sources, particularly in emergencies
of long duration or broad geographic scope. This situation may occur when multiple laboratories are vying for a limited supply from the
same vendor.

Elements of Performance for EM.02.02.03

2. For laboratories that plan to provide service during an emergency: The Emergency Operations Plan describes how the laboratory A
will obtain and replenish laboratory reagents and related supplies (for example, testing media and plates) that will be required
throughout the response and recovery phases of an emergency.

3. For laboratories that plan to provide service during an emergency: The Emergency Operations Plan describes how the laboratory A
will obtain and replenish nonmedical supplies (for example, batteries, soap, towels) that will be required throughout the response
and recovery phases of an emergency.

11. The Emergency Operations Plan provides processes for managing space and equipment. A

12. The laboratory implements the components of its Emergency Operations Plan that require advance preparation to provide for A
resources and assets during an emergency. (See also EM.02.02.11, EP 1)
Note: Some components of the Emergency Operations Plan are not implemented unless an emergency is imminent. Other
components, however, can and should be implemented in advance so that the laboratory is as prepared as possible.

Standard EM.02.02.05

As part of its Emergency Operations Plan, the laboratory prepares for how it will manage security during an emergency.

Elements of Performance for EM.02.02.05
1. The Emergency Operations Plan describes how security will be provided during an emergency. A

10. The laboratory implements the components of its Emergency Operations Plan that require advance preparation to support A
internal security during an emergency.
Note: Some components of the Emergency Operations Plan are not implemented unless an emergency is imminent. Other
components, however, can and should be implemented in advance so that the laboratory is as prepared as possible.
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Standard EM.02.02.07
As part of its Emergency Operations Plan, the laboratory prepares for how it will manage staff during an emergency.

Rationale for EM.02.02.07

In order to provide safe and effective laboratory services during an emergency, staff roles are well defined in advance. Staff roles and
responsibilities may be documented in the Emergency Operations Plan through a variety of formats (for example, job action sheets,
checklists, flowcharts). Due to the dynamic nature of emergencies, effective training prepares staff to adjust to changes in test volume,
work procedures or conditions, and response partners within and outside the organization.

Elements of Performance for EM.02.02.07

2. The Emergency Operations Plan describes the following: The roles and responsibilities of staff during an emergency. A
The Emergency Operations Plan describes the following: The process for assigning staff to all essential staff functions. A

4, The Emergency Operations Plan identifies the individual(s) to whom staff report in emergencies. A
10. The laboratory implements the components of its Emergency Operations Plan that require advance preparation to manage staff A

during an emergency.
Note: Some components of the Emergency Operations Plan are not implemented unless an emergency is imminent. Other
components, however, can and should be implemented in advance so that the laboratory is as prepared as possible.
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Standard EM.02.02.09

As part of its Emergency Operations Plan, the laboratory prepares for how it will manage utilities during an emergency.

Rationale for EM.02.02.09

Different types of emergencies can similarly impact a | aborat
accidents can all result in a loss of utilities required for laboratory services and building operations. Laboratories, therefore, must have
alternative means of providing for essential utilities (for example, alternative equipment for laboratory services; negotiated

relationships with the primary suppliers; provision through a parent entity; a memorandum of understanding with other organizations in
the community). Because some emergencies may be regional in scope or of long duration, organizations should not rely solely on a
single utility provider in the community. Where possible, organizations should identify other utility providers outside of the local

community in case the communityés infrastructure is severely
Elements of Performance for EM.02.02.09
1. The Emergency Operations Plan describes how the laboratory will provide for alternative means of meeting essential building

utility needs when the laboratory needs to provide continuous service during an emergency.
Note: Examples of utility needs include electricity, water, fuel, and medical gas/vacuum systems.

8. The laboratory implements the components of its Emergency Operations Plan that require advance preparation to provide for
utilities during an emergency.
Note: Some components of the Emergency Operations Plan are not implemented unless an emergency is imminent. Other
components, however, can and should be implemented in advance so that the laboratory is as prepared as possible.
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Standard EM.02.02.11

As part of its Emergency Operations Plan, the laboratory prepares for how it will manage patients and laboratory services during
emergencies.

Rationale for EM.02.02.11

The fundamental goals of emergency management planning are to protect life and prevent disability. The manner in which laboratory
services are provided may vary by type of emergency. However, certain activities are so fundamental to patient safety (this can
include decisions to modify or discontinue laboratory services, refer patients elsewhere, or transport specimens) that the laboratory
should take a proactive approach in considering how they might be accomplished.

Emergencies of differing scale, scope, and complexity will im
emergency needs of patients. The emergency triage processes will typically result in patients being quickly treated and discharged,
admitted for a longer stay, or transferred to a more appropriate source of care. A disaster may result in a decision to keep all patients

on the premises in the interest of safety or, conversely, evacuate all patients because the facility is no longer safe. Planning for

laboratory services must address these situations accordingly, particularly in the face of escalating events or in potentially austere care
conditions.

Elements of Performance for EM.02.02.11

1. The Emergency Operations Plan describes how the laboratory will manage services during an emergency. (See also
EM.02.02.03, EP 12)
Note: Activities related to laboratory services might include scheduling, modifying, or discontinuing services; controlling
information about patients; referring specimens or testing to other facilities; and providing security. Laboratories may need to do
testing for hospital inpatients and ambulatory patients, or as a public health function.

3. The Emergency Operations Plan describes how the laboratory will evacuate its staff and equipment from its occupied space (that
is, relocate from one section or floor to another within the building, or completely outside the building) when deemed necessary
by emergency circumstances.

9. The Emergency Operations Plan establishes processes for providing backup services, if necessary.

11. The laboratory implements the components of its Emergency Operations Plan that require advance preparation to manage
patients during an emergency.
Note: Some components of the Emergency Operations Plan are not implemented unless an emergency is imminent. Other
components, however, can and should be implemented in advance so that the laboratory is as prepared as possible.
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Standard EM.02.02.15

During disasters, the laboratory may assign disaster responsibilities to volunteer practitioners who are not licensed independent
practitioners, but who are required by law and regulation to have a license, certification, or registration.

Note: While this standard allows for a method to streamline the process for verifying identification and licensure, certification, or
registration, the elements of performance are intended to safeguard against inadequate care during a disaster.

Elements of Performance for EM.02.02.15

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ’i indicates
direct impact requirements apply; {I} indicates Measure of Success if needed; @ indicates that documentation is required

The laboratory assigns disaster responsibilities to volunteer practitioners who are not licensed independent practitioners only
when the Emergency Operations Plan has been activated in response to a disaster and the laboratory is unable to meet
immediate patient needs.

The laboratory identifies, in writing, those individuals responsible for assigning disaster responsibilities to volunteer practitioners
who are not licensed independent practitioners.

The laboratory determines how it will distinguish volunteer practitioners who are not licensed independent practitioners from its
staff.
Note: This distinction could be made by using badges, vests, wristbands, or other articles.

The laboratory describes, in writing, how it will oversee the performance of volunteer practitioners who are not licensed
independent practitioners who have been assigned disaster responsibilities. Examples of methods for overseeing their
performance include direct observation, mentoring, and clinical record review.

Before a volunteer practitioner who is not a licensed independent practitioner is considered eligible to function as a practitioner,
the | aboratory obtains his or her valid government-issued
one of the following:

- A current picture identification card from a health care organization that clearly identifies professional designation

- A current license, certification, or registration

- Primary source verification of licensure, certification, or registration (if required by law and regulation in order to practice)

- Identification indicating that the individual is a member of a Disaster Medical Assistance Team (DMAT), the Medical Reserve
Corps (MRC), the Emergency System for Advance Registration of Volunteer Health Professionals (ESAR-VHP), or other
recognized state or federal response organization or group

- Identification indicating that the individual has been granted authority by a government entity to provide laboratory services in
disaster circumstances

- Confirmation by | aboratory staff with personal knowl edge
during a disaster

During a disaster, the laboratory oversees the performance of each volunteer practitioner who is not a licensed independent
practitioner.

Based on its oversight of each volunteer practitioner who is not a licensed independent practitioner, the laboratory determines

within 72 hours after the practitionero6s arrival whether ac

A
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8. @ Primary source verification of licensure, certification, or registration (if required by law and regulation in order to practice) of C
volunteer practitioners who are not licensed independent practitioners occurs as soon as the disaster is under control or within 72
hours from the time the volunteer practitioner presents him- or herself to the laboratory, whichever comes first. If primary source
verification of licensure, certification, or registration (if required by law and regulation in order to practice) for a volunteer
practitioner who is not a licensed independent practitioner cannot be completed within 72 hours due to extraordinary
circumstances, the laboratory documents all of the following:
- Reason(s) why it could not be performed within 72 hours of the practitioner's arrival
- Evidence of the volunteer practitionerés demonstrated abi
- Evidence of the | aboratoryds attempt to perform primary ¢

9. If, due to extraordinary circumstances, primary source verification of licensure of the volunteer practitioner cannot be completed C
within 72 hours of the practitioner's arrival, it is performed as soon as possible.
Note: Primary source verification of licensure, certification, or registration is not required if the volunteer practitioner has not
provided laboratory services under his or her assigned disaster responsibilities.
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Standard EM.03.01.03

The laboratory evaluates the effectiveness of its Emergency Operations Plan.

Rationale for EM.03.01.03

The | aboratory conducts exercises to assess the Emergency Ope
in the areas of communications, resources and assets, securit
the | aboratoryés preparedness and performance in a variety of
should reflect differing degrees of emergencies while testing
situations.

Elements of Performance for EM.03.01.03

1. As an emergency response exercise, the laboratory activates its Emergency Operations Plan twice a year at each site included A
in the plan; laboratories that are independent organizations (not owned by or affiliated with a health care organization, such as
reference laboratories) are required to activate the plan only once each year.
Note 1: If the organization activates its Emergency Operations Plan in response to one or more actual emergencies, these
emergencies can serve in place of emergency response exercises.
Note 2: Tabletop sessions, though useful, are not acceptable substitutes for these exercises.
Not e 3: I f the |l aboratory is part of a Joint Commissioniacc
exercise is based on the organizational plan. Because most laboratories accredited by The Joint Commission are in hospitals,
they will follow the hospital requirement for two tests.

13. Representatives from administrative, support, and laboratory services participate in the evaluation of all emergency response A
exercises and all responses to actual emergencies.

14. @ The evaluation of all emergency response exercises and all responses to actual emergencies includes the identification of A
deficiencies and opportunities for improvement. This evaluation is documented.

16. The laboratory modifies its Emergency Operations Plan based on its evaluation of emergency response exercises and A
responses to actual emergencies.
Note: When modifications requiring substantive resources cannot be accomplished by the next emergency response exercise,
interim measures are put in place until final modifications can be made.

17. Subsequent emergency response exercises reflect modifications and interim measures as described in the modified Emergency A
Operations Plan.
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Standard HR.01.01.01

The laboratory has the necessary staff to support the services it provides.

Elements of Performance for HR.01.01.01

1. An individual qualified to provide technical consultation or supervision and general supervision is on duty or is available A
whenever testing requires consultation or supervision.

Note: This individual can be available on site, by telephone, or by electronic consultation.

Footnote: Qualifications to provide technical consultation or supervision and general supervision are described in the Clinical
Laboratory I mprovement Amendments of 1988 (CLIA 688) wunder
8493.1495. A complete description of the requirement is located at http://wwwn.cdc.gov/clia/regs/toc.aspx.
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Standard HR.01.02.03

One or more qualified professionals direct pathology and clinical laboratory services.

Elements of Performance for HR.01.02.03

1. The qualifications of the laboratory director of record meet the requirements set forth in federal and state law and regulation. ‘,—'i\ A
(See also QSA.03.01.01, EP 1)
Footnote: Qualifications of the laboratory director are described in the Clinical Laboratory Improvement Amendments of 1988
(CLI'A 688) wunder Subpart M: "Personnel for Nonwaived Testir
requirement is located at http://wwwn.cdc.gov/clia/regs/toc.aspx.

2. The laboratory director possesses effective management skills. A
Note: An example of effective management is the ability of the laboratory director to delegate responsibility to others in the
department or laboratory who have the qualifications to perform those responsibilities. (See also LD.04.05.01, EP 7)

3. A qualified individual provides clinical consultation. ‘,i\ A
Note: In hospitals, it is preferable to have a pathologist providing clinical consultation.
Footnote: Qualifications of the individual providing clinical consultation are described in the Clinical Laboratory Improvement
Amendments of 1988 (CLI A 688) under Subpart M: "Personnel f
description of the requirement is located at http://wwwn.cdc.gov/clia/regs/toc.aspx.

>

4, A qualified individual directs clinical laboratory services.
Footnote: Qualifications of the individual directing clinical laboratory services are described in the Clinical Laboratory
| mprovement Amendments of 1988 (CLIA 688) wunder Subpart M:
complete description of the requirement is located at http://wwwn.cdc.gov/clia/regs/toc.aspx.

5. A pathologist directs anatomic pathology services. A
6. A pathologist or another physician qualified in cytology directs cytology services. A
7. A pathologist or another physician qualified in immunohematology, hemotherapy, and blood banking directs blood-transfusion

services. (See also LD.04.05.01, EP 7)

8. A pathologist, doctoral scientist, or other qualified physician with specialized training or experience in molecular pathology directs
molecular pathology services.

> b bbb

9. A qualified individual directs embryology services. The director of the embryology laboratory has the following qualifications:
- A doctoral degree and sufficient training and experience in biology, biochemistry, the physiology of reproduction, as well as
clinical laboratory sciences and their operation
- Two years of documented experience in a laboratory performing in vitro fertilization and assisted reproductive-technology
procedures.

Note: The director of the embryology laboratory who is not a physician or doctoral scientist, but who was functioning as the
director on or before July 20, 1999, is considered qualified.
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Standard HR.01.02.05

The laboratory verifies staff qualifications.

Elements of Performance for HR.01.02.05

1. @ When law or regulation requires laboratory service providers to be currently licensed, certified, or registered to practice their A
professions, the laboratory both verifies these credentials with the primary source and documents this verification when a

provider is hired and when his or her credentials are renewed. (See also HR.01.02.07, EP 2)

Note 1: It is acceptable to verify current licensure, certification, or registration with the primary source via a secure electronic

communication or by telephone, if this verification is documented.

Note 2: A primary verification source may designate another agency to communicate credentials information. The designated

agency can then be used as a primary source.

Note 3: An external organization (for example, a credentials verification organization (CVO)) may be used to verify credentials

information. A CVO must meet the CVO guidelines identified in the Glossary.

@ 2. @ When the laboratory requires licensure, registration, or certification not required by law and regulation, the laboratory both C
verifies these credentials and documents this verification at time of hire and when credentials are renewed. (See also

HR.01.02.07, EP 2)

GII' 3. @ The laboratory verifies and documents that the applicant has the education and experience required by the job responsibilities. C
Footnote: Education and experience requirements are described in the Clinical Laboratory Improvement Amendments of 1988
(CLI'A 688) wunder Subpart M: "Personnel for Nonwaived Testir
requirement is located at http://wwwn.cdc.gov/clia/regs/toc.aspx.
6. The laboratory uses the following information to make decisions about staff job responsibilities: A
- Verified licensure, certification, or registration required by law or regulation or the laboratory
- Verified education and experience
Standard HR.01.02.07
The laboratory determines how staff function within the organization.
Elements of Performance for HR.01.02.07
1. All staff who provide laboratory services possess a current license, certification, or registration, in accordance with law and A A
regulation.
2. Staff who provide laboratory services practice within the scope of their license, certification, or registration and as required by law A A
and regulation. (See also HR.01.02.05, EPs 1 and 2)
IIB 5. Staff supervise and observe students when they are performing laboratory procedures. C

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ’i indicates
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Standard HR.01.03.01

Staff are supervised effectively.

Elements of Performance for HR.01.03.01

GII' 3. Supervisory staff have training and experience to supervise. C
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Standard HR.01.04.01

The laboratory provides orientation to staff.

e 8 8 8 8 8

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ,j_\ indicates
direct impact requirements apply; {I} indicates Measure of Success if needed; @ indicates that documentation is required

Elements of Performance for HR.01.04.01

© ® ® ® ©

10. (D)

The laboratory determines the key safety content of orientation provided to staff. (See also EC.03.01.01, EPs 1-3)
Note: Key safety content may include specific processes and procedures related to the provision of laboratory services, the
environment of care, and infection control.

The laboratory orients its staff to the key safety content before staff provides laboratory services. Completion of this orientation is
documented. (See also 1C.01.05.01, EP 6)

The laboratory orients staff on the following: Organization-wide and laboratory-specific policies and procedures related to job
duties and responsibilities. Completion of this orientation is documented.

The laboratory orients staff on the following: Their specific job duties and responsibilities, including those related to infection
prevention and control. Completion of this orientation is documented. (See also 1C.01.05.01, EP 6; IC.02.01.01, EP 7)

The laboratory orients staff on the following: Sensitivity to cultural diversity based on their job duties and responsibilities.
Completion of this orientation is documented.

The laboratory orients staff on the following: Patient rights, including ethical aspects of laboratory services and the process used
to address ethical issues based on their job duties and responsibilities. Completion of this orientation is documented.

Staff is oriented to each preanalytic, analytic, and postanalytic activity he or she will be expected to perform.

Note 1: Preanalytic activity includes patient identification and preparation; specimen collection, labeling, handling, processing or
preparation, preservation, and fixation; transportation and storage; instrument preventive maintenance, troubleshooting and
calibration procedures; and quality control and documentation of all quality control activities, including instrument and procedural
calibrations and maintenance.

Note 2: Analytic activity includes test performance and knowledge of reagent stability and storage.

Note 3: Postanalytic activity includes results reporting (including assessing and verifying the validity of patient test results through
the evaluation of quality control sample values prior to reporting patient test results), identifying factors that may adversely affect
test performance, correcting identified problems, or notifying the supervisor when problems arise.

Prior to performing laboratory duties, the laboratory director or supervisor documents that staff have completed orientation and
have demonstrated competence in performing their required duties.

Prior to performing laboratory duties, the staff member affirms, in writing, that he or she can perform the duties for which
orientation was provided.
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Accreditation Program: Laboratory Chapter: Human Resources

Standard HR.01.05.03

Staff participate in education and training.

Elements of Performance for HR.01.05.03

1. @ Staff participate in education and training to maintain or increase their competency. Staff participation is documented. C

IIB' 4, @ Staff participate in education and training whenever staff responsibilities change, including when a test, methodology, or C
instrumentation changes. Staff participation is documented. (See also HR.01.06.01, EP 21)

5. @ Staff participate in education and training that is specific to the needs of the patient population served by the organization. Staff C
participation is documented.

Staff participate in education and training that incorporates the skills of team communication, collaboration, and coordination of C
services. Staff participation is documented.

e 8 6
©

7. @ Staff participate in education and training that includes information about the need to report unanticipated adverse events and C
how to report these events. Staff participation is documented.
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Accreditation Program: Laboratory Chapter: Human Resources

Standard HR.01.06.01

Staff are competent to perform their responsibilities.

Elements of Performance for HR.01.06.01

GII' 3. An individual qualified by education, experience, and knowledge related to the skill being reviewed assesses staff competence. C
Footnot e: Qualifications for this individual are described
under Subpart M: "Personnel for Nonwaived Testing," §493.1351 - 8493.1495. A complete description of the requirement is
located at http://wwwn.cdc.gov/clia/regs/toc.aspx.

@ 18. The staff member's competency assessment includes the following: C
- Direct observations of routine patient test performance, including patient preparation, if applicable, and specimen collection,
handling, processing, and testing
- Monitoring, recording, and reporting of test results
- Review of intermediate test results or worksheets, quality control, proficiency testing, and preventive maintenance performance
- Direct observation of performance of instrument maintenance function checks and calibration
- Test performance as defined by laboratory policy (for example, testing previously analyzed specimens, internal blind testing
samples, external proficiency, or testing samples)
- Problem-solving skills as appropriate to the job
(See also WT.03.01.01, EP 6)

@ 19. @ During the first year of employment, each staff member's competence is assessed at least semiannually for all laboratory tests C
he or she performs. This assessment is documented.
Note: For waived testing competency requirements, refer to the "Waived Testing" (WT) chapter.

'Il' 20.@Af ter the first year of employment, each staff memberds corl C
she performs. This assessment is documented.
Note: For waived testing competency requirements, refer to the "Waived Testing" (WT) chapter.

@22@®1f a test, methodology, or instrumentation changes, or the C
skills or duties is assessed. This assessment is documented. (See also HR.01.05.03, EP 4)

22. For histocompatibility testing, the competency assessment process includes the following: A
- A defined system to confirm testing competence
- A previously tested specimen is given to each individual as an unknown in order to verify his or her ability to reproduce test
results at least monthly
- Established acceptable performance criteria
- Documented performance levels
- Documented corrective action
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Accreditation Program: Laboratory Chapter: Infection Prevention and Control

Standard 1C.01.01.01

The laboratory identifies the individual(s) responsible for managing infection prevention and control for laboratory services.

Rationale for 1C.01.01.01

The infection prevention and control program requires management by an individual (or individuals) with knowledge that is appropriate

to the level of identified risks, as well as knowledge of the analysis of infection risks, principles of infection prevention and control, and
data analysis. The individual (s) may be employed or under <con
are independent organizations, not owned by or affiliated with a health care organization, such as reference laboratories) may

influence the number of individuals required and their qualifications in infection prevention and control.

Elements of Performance for 1C.01.01.01

3. Laboratory leaders assign responsibility for the management of infection prevention and control activities for laboratory services. A
(See also LD.04.05.03, EP 1)
Note: Number and skill mix of the individual(s) assigned should be determined by the goals and objectives of the infection
prevention and control program.
Standard 1C.01.02.01
Laboratory leaders designate laboratory resources needed to support the organization-wide infection prevention and control activities.
Elements of Performance for 1C.01.02.01
1. The laboratory provides access to laboratory-related information needed to support the organization-wide infection prevention A
and control program. (See also IM.02.02.03, EP 2)
3. The laboratory provides equipment and supplies for the laboratory services needed to support the organization-wide infection A
prevention and control program.
Standard 1C.01.03.01
The laboratory identifies its risks for acquiring and transmitting infections.
Elements of Performance for 1C.01.03.01
2. The laboratory identifies its infection risks based on the laboratory services it provides. A
5. @ The laboratory prioritizes its identified risks for acquiring and transmitting infections. These prioritized risks are documented. A
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Accreditation Program: Laboratory Chapter: Infection Prevention and Control

Standard 1C.01.04.01

Based on its identified risks, the laboratory sets goals to minimize the possibility of transmitting infections.
Note: See NPSG.07.01.01 for hand hygiene guidelines.

Elements of Performance for 1C.01.04.01

1.@The | aboratorybés written infection prevention

2.@The | aboratoryoés written infection prevention

3.®The | aboratoryés written infection prevention
associated with procedures.

4.®The | aboratoryés written infection prevention

associated with the use of laboratory equipment, devices, and supplies.

5.@The |l aboratoryodos written infection prevention
guidelines. (See also NPSG.07.01.01, EP 1)

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ’i indicates
direct impact requirements apply; {I} indicates Measure of Success if needed; @ indicates that documentation is required
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Accreditation Program: Laboratory Chapter: Infection Prevention and Control

Standard IC.01.05.01

The organization plans for preventing and controlling infections associated with laboratory services.

Elements of Performance for 1C.01.05.01

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ,j_\ indicates
direct impact requirements apply; {I} indicates Measure of Success if needed; @ indicates that documentation is required

When developing its infection prevention and control activities, the laboratory uses evidence-based national guidelines or, in the
absence of such guidelines, expert consensus.

Footnote: For further information regarding standard precautions, refer to the Web site of the Centers for Disease Control and
Prevention (CDC) at http://www.cdc.gov/od/ohs/biosfty/bmbl5/bmbl5toc.htm, and the Occupational Safety and Health
Administrationds (OSHA) Bl ood Borne Pathogen Act (29 CFR 1¢

The laboratory plans infection prevention and control activities, including surveillance, to minimize, reduce, or eliminate the risk
of infection associated with laboratory services. The description of these planned activities is documented.

Note: These infection prevention and control activities may be planned by the laboratory and/or by an affiliated organization that
includes the laboratory.

The laboratory describes in writing its method for evaluating the infection prevention and control activities associated with its
laboratory services.

All laboratory components and functions are integrated into the organization-wide infection prevention and control activities. (See
also HR.01.04.01, EPs 2 and 4)

The laboratory has a method for communicating responsibilities about preventing and controlling infection to staff, visitors, and
patients. (See also 1C.02.01.01, EP 7)

Note: The opportunity to prevent or control infections may encompass a range of activities (for example, while transporting
specimens, wearing laboratory coats, or collecting specimens outside of the organization).

The laboratory identifies methods for reporting or supporting the reporting of infection surveillance, prevention, and control
information to local, state, and federal public health authorities in accordance with law and regulation.

Page 57 of 193

Pre-Publication Version
© 2009 The Joint Commission on

Accreditation of Healthcare Organizations



Accreditation Program: Laboratory Chapter: Infection Prevention and Control

Standard 1C.01.06.01

The organization prepares to respond to an increased number of potentially infectious patients or patient specimens.

Rationale for 1C.01.06.01

The | aboratory is an i mportant resource for the continued fun
threatened when it is ill-prepared to respond to an epidemic or infections likely to require expanded or extended care capabilities over

a prolonged period. Therefore, it is important to quickly recognize that existing patients have become infected, plan how to prevent the
introduction of the infection into the laboratory, and contain the risk or spread of the infection.

Elements of Performance for 1C.01.06.01

3. The laboratory has a method for communicating critical information to licensed independent practitioners and staff about A
emerging infections that could cause an increase in the number of infectious patients or patient specimens handled.

4. @ The laboratory plans how it will respond to an increased number of potentially infectious patients or patient specimens. This plan A
is documented. (See also EM.01.01.01, EP 2)
Footnote: A response plan may include accessing the Centers for Disease Control and Prevention (CDC) Laboratory Response
Network (LRN) at http://www.bt.cdc.gov/Irn/ for information and guidance.

5. @ If the organization decides to accept an increased number of potentially infectious patients or patient specimens, then the A
laboratory describes in writing its methods for managing laboratory services for these patients or specimens over an extended
period of time.

6. When the organization determines it is necessary, the laboratory activates its response to an increased number of potentially A
infectious patients or patient specimens.
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Accreditation Program: Laboratory Chapter: Infection Prevention and Control

Standard 1C.02.01.01

The laboratory implements its infection prevention and control activities.

Elements of Performance for 1C.02.01.01

1. The laboratory implements its planned infection prevention and control activities, including surveillance, to minimize, reduce, or C
eliminate the risk of infection.

@ 2. The laboratory uses standard precautions, including the use of personal protective equipment, to reduce the risk of infection. _,-i\ C
Note: Standard precautions are infection prevention and control measures to protect against possible exposure to infectious
agents. These precautions are general and applicable to all patients and patient specimens.
Footnote: For further information regarding standard precautions, refer to the Web site of the Centers for Disease Control and
Prevention (CDC) at http://www.cdc.gov/ncidod/dhgp/ (Infection Control in Healthcare Settings) and the Occupational Safety and
Health Administrationés Bl ood Borne Pathogen Act at http://

.|I|. 3. The laboratory implements transmission-based precautions in response to the pathogens that are suspected or identified within ,-i\ C
the organizationds service setting and community. (See al sc
Note: Transmission-based precautions are infection prevention and control measures to protect against exposure to a suspected
or identified pathogen. These precautions are specific and based on the way the pathogen is transmitted. Transmission-based
precautions include contact, droplet, airborne, or a combination of these precautions.
Footnote: For further information regarding transmission-based precautions, refer to the Web site of the Centers for Disease
Control and Prevention (CDC) at http://www.cdc.gov/ncidod/dhqgp/ (Infection Control in Healthcare Settings).

6. The laboratory minimizes the risk of infection when storing and disposing of infectious waste. (See also EC.02.02.01, EP 1) ,-i\ C

IIB 7. The laboratory implements its methods to communicate responsibilities for preventing and controlling infection to staff, visitors, C
and patients. (See also HR.01.04.01, EP 4; 1C.01.05.01, EP 7)

=)

The laboratory reports infection surveillance, prevention, and control information to laboratory staff consistent with their C
responsibilities for infection prevention and control activities.

9. The laboratory reports or supports the reporting of infection surveillance, prevention, and control information and reportable A
diseases to local, state, and federal public health authorities, in accordance with law and regulation. (See also 1C.03.01.01, EP 6)
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Accreditation Program: Laboratory Chapter: Infection Prevention and Control

Standard 1C.02.02.01

The laboratory reduces the risk of infections associated with laboratory equipment, devices, and supplies.

Rationale for 1C.02.02.01

People are at risk of developing an infection from contact with laboratory equipment, devices, or supplies. Failure to properly clean,
disinfect, or sterilize, and use or store, laboratory equipment, devices, and supplies poses the risk for person-to-person transmission of
infections.

There are numerous steps involved in the cleaning, disinfecting, and sterilizing of laboratory equipment, devices, and supplies. It is
critical that health care workers follow standardized practices to minimize infection risks related to laboratory equipment, devices, and
supplies. In order to maintain a reliable system for controlling this process, organizations pay attention to the following:

- Orientation, training, and competency of health care workers who are processing laboratory equipment, devices, and supplies

- Levels of staffing and supervision of the health care workers who are processing laboratory equipment, devices, and supplies

- Standardization of process regardless of whether it is centralized or decentralized

- Reinforcing the process (for example, the use of placards which list the steps to be followed, according to manufacturers' guidelines)
- Ongoing quality monitoring

Elements of Performance for 1C.02.02.01

'Il' 1. The laboratory implements infection prevention and control activities when doing the following: Cleaning and performing low- ‘Ji\. C
level disinfection of laboratory equipment, devices, and supplies.
Note: Low-level disinfection is used for items such as blood glucose meters. Additional cleaning and disinfecting is required for
laboratory equipment, devices, and supplies used by patients who are isolated as part of implementing transmission-based
precautions.
Footnote: For further information regarding cleaning and performing low-level disinfection of medical equipment, devices, and
supplies, refer to the Web site of the Centers for Disease Control and Prevention (CDC) at
http://www.cdc.gov/ncidod/dhgp/sterile.html (Sterilization and Disinfection in Healthcare Settings).

2. The laboratory implements infection prevention and control activities when doing the following: Performing intermediate and high- ,-i\ A
level disinfection and sterilization of laboratory equipment, devices, and supplies. (See also EC.02.04.03, EP 4)
Note: High-level disinfection is used for items such as respiratory equipment and specula. Sterilization is used for items such as
implants and surgical instruments. High-level disinfection may also be used if sterilization is not possible, as is the case with
flexible endoscopes.
Footnote: For further information regarding performing intermediate and high-level disinfection of medical equipment, devices,
and supplies, refer to the Web site of the Centers for Disease Control and Prevention (CDC) at
http://www.cdc.gov/ncidod/dhgp/sterile.html (Sterilization and Disinfection in Healthcare Settings).

3. The laboratory implements infection prevention and control activities when doing the following: Disposing of laboratory _,-i\ A
equipment, devices, and supplies.

'|I|' 4. The laboratory implements infection prevention and control activities when doing the following: Storing laboratory equipment, C
devices, and supplies.
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Accreditation Program: Laboratory Chapter: Infection Prevention and Control

Standard 1C.02.03.01

The organization works to prevent the transmission of infectious disease among patients and staff.

Elements of Performance for 1C.02.03.01

GII' 1. The organization makes screening for exposure and/or immunity to infectious disease available to staff who may come in contact C
with infections at the workplace.
GIII 2. When staff have, or are suspected of having, an infectious disease that puts others at risk, the organization provides them with or C

refers them for assessment and potential testing, prophylaxis/treatment, or counseling.

3. When staff have been occupationally exposed to an infectious disease, the organization provides them with or refers them for A
assessment and potential testing, prophylaxis/treatment, or counseling.

Standard 1C.03.01.01
The laboratory evaluates the effectiveness of its infection prevention and control activities.
Elements of Performance for IC.03.01.01

1. The laboratory evaluates its infection prevention and control activities annually and whenever risks significantly change. A
Note: Consideration should be given to emerging and re-emerging infections in the community that could potentially affect
laboratory services.

2. The evaluation includes a review of the following: The infection prevention and control prioritized risks associated with laboratory A
services.

3. The evaluation includes a review of the following: The infection prevention and control goals associated with laboratory services. A
(See also NPSG.07.01.01, EP 2)

4, The evaluation includes a review of the following: Implementation of the infection prevention and control activities for laboratory A
services.

6. Findings from the evaluation are communicated at least annually to the individuals or interdisciplinary group that manages the A
patient safety program. (See also 1C.02.01.01, EP 9)

7. The laboratory uses the findings of its evaluation of its infection prevention and control activities when revising its planned A

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ’i indicates
direct impact requirements apply; {I} indicates Measure of Success if needed; @ indicates that documentation is required

approach for preventing and controlling infections associated with laboratory services.
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Accreditation Program: Laboratory Chapter: Information Management

Standard IM.01.01.01

The laboratory plans for managing information.

Elements of Performance for IM.01.01.01

1. The laboratory identifies the internal and external information needed to provide safe, quality laboratory services. A

2. The laboratory identifies how data and information enter, flow within, and leave the laboratory. A

3. The laboratory uses the identified information to guide development of processes to manage information. A

4, The laboratory selects staff and licensed independent practitioners to participate in the assessment, selection, integration, and A
use of information management systems for the delivery of laboratory services.

Standard IM.01.01.03
The laboratory plans for continuity of its information management processes.
Elements of Performance for IM.01.01.03

1. @ The laboratory has a written plan for managing interruptions to its information processes (paper-based, electronic, or a mix of A
paper-based and electronic). (See also EM.01.01.01, EP 6)

2. The laboratory's plan for managing interruptions to information processes addresses the following: Scheduled and unscheduled A
interruptions of electronic information systems. (See also IM.03.01.01, EP 1; EM.01.01.01, EP 6)

3. The laboratory's plan for managing interruptions to information processes addresses the following: Training for staff and licensed A
independent practitioners on alternative procedures to follow when electronic information systems are unavailable. (See also
EM.01.01.01, EP 6)

4, The laboratory's plan for managing interruptions to information processes addresses the following: Backup of electronic A
information systems. (See also EM.01.01.01, EP 6)

5. The laboratory's plan for managing interruptions to electronic information systems is tested for effectiveness according to time A
frames defined by the laboratory.

6. The laboratory implements its plan for managing interruptions to information processes to provide laboratory results needed for _,-i\ A

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ,j_\ indicates
direct impact requirements apply; {I} indicates Measure of Success if needed; @ indicates that documentation is required

patient care. (See also IM.03.01.01, EP 1)
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Accreditation Program: Laboratory Chapter: Information Management

Standard IM.02.01.01

The laboratory protects the privacy of health information.

Elements of Performance for IM.02.01.01

1. @ The laboratory has a written policy addressing the privacy of health information. A
2. The laboratory implements its policy on the privacy of health information. A
3. The laboratory uses health information only for purposes permitted by law and regulation or as further limited by its policy on A
privacy.
4, The laboratory discloses health information only as authorized by the patient or as otherwise consistent with law and regulation. A
5. The laboratory monitors compliance with its policy on the privacy of health information. A
Standard IM.02.01.03
The laboratory maintains the security and integrity of health information.
Elements of Performance for IM.02.01.03
1. @ The laboratory has a written policy that addresses the security of health information, including access, use, and disclosure. A
2. @ The laboratory has a written policy addressing the integrity of health information against loss, damage, unauthorized alteration, A
unintentional change, and accidental destruction.
3. @ The laboratory has a written policy addressing the intentional destruction of health information. A
4. @ The laboratory has a written policy that defines when and by whom the removal of health information is permitted. A
Note: Removal refers to those actions that place health information outside the laboratory's control.
5. The laboratory protects against unauthorized access, use, and disclosure of health information. C
Note 1: This protection includes confidentiality of patient information throughout all phases of the testing process that is under the
laboratory's control.
Note 2: Test results are released only to authorized persons, the individual responsible for using the test results, and/or the
laboratory that initially requested the test.
6. The laboratory protects health information against loss, damage, unauthorized alteration, unintentional change, and accidental C
destruction.
7. The laboratory controls the intentional destruction of health information. A
8. The laboratory monitors compliance with its policies on the security and integrity of health information. A
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Accreditation Program: Laboratory Chapter: Information Management

Standard IM.02.02.01

The laboratory effectively manages the collection of health information.

Rationale for IM.02.02.01

Within the laboratory, health information can come from multiple sources. The use of standardized formats and terminology can help
clarify information that is used by different individuals for various purposes. Capturing data in standardized language can lead to

greater data integrity and reliability, as well as an increased potential for ease of use by internal and external systems and users. The
more consistent the | aboratorybdés efforts are to capture accur
rely on that data for patient-related purposes, including reimbursement, risk management, performance improvement, and infection
surveillance.

Elements of Performance for IM.02.02.01
IIB 1. The laboratory uses uniform data sets to standardize data collection throughout the laboratory.

2. @ The laboratory has a written policy that includes the following:
- Terminology and definitions approved for use in the laboratory
- Abbreviations, acronyms, symbols, and dose designations approved for use in the laboratory
- Abbreviations, acronyms, symbols, and dose designations prohibited from use in the laboratory
Note: A trailing zero may be used only when required to demonstrate the level of precision of the value being reported, such as
for laboratory results.

'Il' 3. The laboratory implements its policy regarding the terminology, definitions, abbreviations, acronyms, symbols, and dose
designations permitted for use in the laboratory and the abbreviations, acronyms, symbols, and dose designations prohibited
from use in the laboratory.

Note: The prohibited list applies to all orders, preprinted forms, and medication-related documentation. Medication-related
documentation can be either handwritten or electronic.
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Accreditation Program: Laboratory Chapter: Information Management

Standard IM.02.02.03

The laboratory retrieves, disseminates, and transmits health information in useful formats.

Rationale for IM.02.02.03

The ease of use of health information between systems and users contributes to its potential usefulness within the laboratory and for
external reporting purposes. Data stored in different formats cannot easily be converted to a new format or transferred to other
organizations or providers. As more laboratories automate various processes and activities, these systems need to allow for
transmitting and receiving critical data while maintaining data integrity.

Elements of Performance for IM.02.02.03

1. @ The laboratory has written policies addressing data capture, display, transmission, and retention. A

'|I|' 2. The laboratory's storage and retrieval systems make health information accessible when needed for laboratory services. (See C
also 1C.01.02.01, EP 1)

IIB' 3. The laboratory disseminates data and information in useful formats within time frames that are defined by the laboratory and C

consistent with law and regulation.

Standard IM.03.01.01

Knowledge-based information resources are available, current, and authoritative.

Elements of Performance for IM.03.01.01

1. The laboratory provides access to knowledge-based information resources during hours of operation. (See also IM.01.01.03, A
EPs 2 and 6)
The laboratory has an ongoing process to assess the knowledge-based information needs of the laboratory and its staff. A
The laboratory uses the assessment of knowledge-based information as a basis for planning access to knowledge-based A

information resources.

Page 66 of 193

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ’i indicates Pre-Publication Version
direct impact requirements apply; (J[) indicates Measure of Success if needed; (D) indicates that documentation is required © 2009 The Joint Commission on

Accreditation of Healthcare Organizations



Accreditation Program: Laboratory Chapter: Information Management

Standard IM.04.01.01
The laboratory maintains accurate health information.

Rationale for IM.04.01.01

The integrity and quality of health information influences the usefulness and effectiveness of all internal and downstream systems, as
well as external reporting. When the integrity of the data has been compromised, additional resources will be needed to scan the data
and correct errors. Inaccurate data can lead to poor decision making.

Elements of Performance for IM.04.01.01

1. The laboratory has processes to check the accuracy of laboratory-related health information. A
Note: The laboratory has the flexibility to determine what health information needs to be checked for accuracy and the frequency
with which it will be checked.
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Accreditation Program: Laboratory Chapter: Leadership

Standard LD.01.01.01

The laboratory has a leadership structure.

Note: I f the | aboratory is part of a Joint Commissioniaccredi
independent organizations (not owned by or affiliated with a health care organization, such as reference laboratories) or that are part

of an organization not accredited by The Joint Commission are responsible for meeting this standard.

Rationale for LD.01.01.01

Every laboratory has a leadership structure to support operations. Many functions need to be carried out, including governance,
administration, and oversight of laboratory services. In some laboratories leaders have distinct roles in carrying out these functions; in
others a single individual may perform all leadership functions.

Elements of Performance for LD.01.01.01

1. For laboratories that are independent organizations (not owned by or affiliated with a health care organization, such as reference
laboratories): The laboratory identifies those responsible for governance.

2. For laboratories that are independent organizations (not owned by or affiliated with a health care organization, such as reference
laboratories): Governance identifies those responsible for planning, management, and operational activities.

3. For laboratories that are independent organizations (not owned by or affiliated with a health care organization, such as reference
laboratories): Governance identifies those responsible for the provision of laboratory services.
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Accreditation Program: Laboratory Chapter: Leadership

Standard LD.01.03.01

Governance is ultimately accountable for the safety and quality of laboratory services.

Note: I f the | aboratory is part of a Joint Commissioniaccredi
independent organizations (not owned by or affiliated with a health care organization, such as reference laboratories) or that are part

of an organization not accredited by The Joint Commission are responsible for meeting this standard.

Rationale for LD.01.03.01

Governancebds wultimate responsibility for safety and quality d
performance. In this context, governance provides for internal structures and resources, including staff, that support safety and quality.

Elements of Performance for LD.01.03.01

1. @ For laboratories that are independent organizations (not owned by or affiliated with a health care organization, such as reference A
laboratories): Governance defines in writing its responsibilities.

2. For laboratories that are independent organizations (not owned by or affiliated with a health care organization, such as reference A
laboratories): Governance provides for organization management and planning.

3. @ For laboratories that are independent organizations (not owned by or affiliated with a health care organization, such as reference A
laboratories): Governance approves the laboratory's written scope of services.

4. For laboratories that are independent organizations (not owned by or affiliated with a health care organization, such as reference A
laboratories): Governance selects the laboratory director.

5. For laboratories that are independent organizations (not owned by or affiliated with a health care organization, such as reference ,-i\ A
laboratories): Governance provides for the resources needed to maintain safe, quality laboratory services.

6. For laboratories that are independent organizations (not owned by or affiliated with a health care organization, such as reference A
|l aboratories): Governance works with | aboratory | eaders to

mission, vision, and goals.
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Accreditation Program: Laboratory Chapter: Leadership

Standard LD.01.07.01

Individual leaders have the knowledge needed for their roles in the laboratory or they seek guidance to fulfill their roles.

Elements of Performance for LD.01.07.01

GII' 2. Leaders are oriented to all of the following: C
- The | aboratoryds mission and vision
- The | aboratorydéds safety and quality goal s
- The |l aboratoryds structure and the decision-making proces:c
- The development of the budget as well as the interpretati
- The population(s) served by the laboratory and any issues related to that population(s)
- The individual and interdependent responsibilities and accountabilities of leaders as they relate to supporting the mission of the
laboratory and to providing safe and quality care
- Applicable law and regulation
3. The laboratory director has access to information and training in areas where he or she needs additional skills or expertise. A
Standard LD.02.01.01
The mission, vision, and goals of the laboratory support the safety and quality of laboratory services.
Rationale for LD.02.01.01
The primary responsibility of | eaders is to provide for the s
mission, vision, and goals is to define how the laboratory will achieve safety and quality. The leaders are more likely to be aligned with
the mission, vision, and goals when they create them together. The common purpose of the laboratory is most likely achieved when it
is understood by all who work in or are served by the laboratory.
Elements of Performance for LD.02.01.01
1. Leaders work together to create the | aboratoryés mission, \ A
2. The laboratory's mission, vision, and goals guide the actions of leaders. A
3. Leaders communicate the mission, vision, and goals to staff and the population(s) the laboratory serves. A

direct impact requirements apply; {I} indicates Measure of Success if needed; @ indicates that documentation is required
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Accreditation Program: Laboratory Chapter: Leadership

Standard LD.02.03.01

Leaders regularly communicate with each other on issues of safety and quality.

Rationale for LD.02.03.01
Leaders, who provide for safety and quality, must communicate with each other on matters affecting the laboratory and those it serves.
The safety and quality of laboratory services depend on open communication. Ideally, this will result in trust and mutual respect among
those who work in the laboratory.

Elements of Performance for LD.02.03.01

1. Leaders discuss issues that affect the laboratory and the population(s) it serves, including the following: A
- Performance improvement activities

- Reported safety and quality issues
- Proposed solutions and their impact on the | aboratoryédés r

- Reports on key quality measures and safety indicators
- Safety and quality issues specific to the population served
- Input from the population(s) served

2. The laboratory establishes time frames for the discussion of issues that affect the laboratory and the population(s) it serves. A
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Accreditation Program: Laboratory Chapter: Leadership

Standard LD.03.01.01

Leaders create and maintain a culture of safety and quality throughout the laboratory.

Rationale for LD.03.01.01

Safety and quality thrive in an environment that supports teamwork and respect for other people, regardless of their position in the
laboratory. Leaders demonstrate their commitment to quality and set expectations for those who work in the laboratory. Leaders
evaluate the culture on a regular basis using a variety of methods, such as formal surveys, focus groups, staff interviews, and data
analysis.

Leaders encourage teamwork and create structures, processes, and programs that allow this positive culture to flourish. Disruptive
behavior that intimidates others and affects morale or staff turnover can be harmful to patient care. Leaders must address disruptive
behavior of individuals working at all levels of the laboratory, including management, clinical and administrative staff, licensed
independent practitioners, and governing body members.

Elements of Performance for LD.03.01.01

1. Leaders regularly evaluate the culture of safety and quality. A
2. Leaders prioritize and implement changes identified by the evaluation. A
3. Leaders provide opportunities for all individuals who work in the laboratory to participate in safety and quality initiatives. A
4, @ Leaders develop a code of conduct that defines acceptable, disruptive, and inappropriate behaviors. A
5. Leaders create and implement a process for managing disruptive and inappropriate behaviors. ,-i\ A
6. Leaders provide education that focuses on safety and quality for all individuals. A
7. Leaders establish a team approach among all staff at all levels. A
8. All individuals who work in the laboratory, including staff and licensed independent practitioners, are able to openly discuss A
issues of safety and quality. (See also LD.04.04.05, EP 6)
9. Literature and advisories relevant to patient safety are available to all individuals who work in the laboratory. A
10. Leaders define how members of the population(s) served can help identify and manage issues of safety and quality within the A
laboratory.
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Standard LD.03.02.01

The laboratory uses data and information to guide decisions and to understand variation in the performance of processes supporting
safety and quality.

Rationale for LD.03.02.01

Data help laboratories make the right decisions. When decisions are supported by data, laboratories are more likely to move in
directions that help them achieve their goals. Successful laboratories measure and analyze their performance. When data are
analyzed and turned into information, this process helps laboratories see patterns and trends and understand the reasons for their
performance. Many types of data are used to evaluate performance, including data on outcomes of care, performance on safety and
quality initiatives, patient satisfaction, process variation, and staff perceptions.

Elements of Performance for LD.03.02.01
Leaders set expectations for using data and information to improve the safety and quality of laboratory services.
Leaders are able to describe how data and information are used to create a culture of safety and quality.
The laboratory uses processes to support systematic data and information use.

Leaders provide the resources needed for data and information use, including staff, equipment, and information systems.

a > 0w
> > > > >

The laboratory uses data and information in decision making that supports the safety and quality of laboratory services. (See also
P1.02.01.01, EP 8)

The laboratory uses data and information to identify and respond to internal and external changes in the environment.

>

7. Leaders evaluate how effectively data and information are used throughout the laboratory.
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Standard LD.03.03.01

Leaders use laboratory-wide planning to establish structures and processes that focus on safety and quality.

Rationale for LD.03.03.01

Planning is essential to the following:

- The achievement of short- and long-term goals

- Meeting the challenge of external changes

- The design of services and work processes

- The creation of communication channels

- The improvement of performance

- The introduction of innovation

Planning includes contributions from the populations served, from those who work for the laboratory, and from other interested groups
or individuals.

Elements of Performance for LD.03.03.01

1. Planning activities focus on improving patient safety and health care quality. A

2. Leaders can describe how planning supports a culture of safety and quality. A

3. Planning is systematic, and it involves designated individuals and information sources. A

4, Leaders provide the resources needed to support the safety and quality of laboratory services. ,-i\ A

5. Safety and quality planning is laboratory-wide. A

6. Planning activities adapt to changes in the environment. A

7. Leaders evaluate the effectiveness of planning activities. A
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Accreditation Program: Laboratory Chapter: Leadership

Standard LD.03.04.01

The laboratory communicates information related to safety and quality to those who need it, including staff, licensed independent
practitioners, patients, families, and external interested parties.

Rationale for LD.03.04.01

Effective communication is essential among individuals and groups within the laboratory, and between the laboratory and external
parties. Poor communication often contributes to adverse events and can compromise safety and quality of laboratory services.
Effective communication is timely, accurate, and usable by the audience.

Elements of Performance for LD.03.04.01

1. Communication processes foster the safety of the patient and the quality of care. A

2. Leaders are able to describe how communication supports a culture of safety and quality. A

3. Communication is designed to meet the needs of internal and external users. A

4, Leaders provide the resources required for communication, based on the needs of patients, staff, and management. A

5. Communication supports safety and quality throughout the laboratory. (See also LD.04.04.05, EP 6) A

6. When changes in the environment occur, the laboratory communicates those changes effectively. A

7. Leaders evaluate the effectiveness of communication methods. A
Page 76 of 193
KEY: A indicates scoring category A; C indicates scoring category C; g indicates situational decision rules apply; /4, indicates Pre-Publication Version
direct impact requirements apply; (J[) indicates Measure of Success if needed; (D) indicates that documentation is required © 2009 The Joint Commission on

Accreditation of Healthcare Organizations



Accreditation Program: Laboratory Chapter: Leadership

Standard LD.03.05.01
Leaders implement changes in existing processes to improve the performance of the laboratory.

Rationale for LD.03.05.01

Change is inevitable, and agile laboratories are able to manage change and rapidly execute new plans. The ability of leaders to
manage change is necessary for performance improvement, for successful innovation, and to meet environmental challenges. The
laboratory integrates change into all relevant processes so that its effectiveness can be sustained, assessed, and measured.

Elements of Performance for LD.03.05.01

1. Structures for managing change and performance improvements exist that foster the safety of the patient and the quality of A
laboratory services.
2. Leaders are able to describe how the | aboratoryés approach A
culture of safety and quality.
The laboratory has a systematic approach to change and performance improvement. A
4, Leaders provide the resources required for performance improvement and change management, including sufficient staff, A
access to information, and training.
5. The management of change and performance improvement supports both safety and quality throughout the laboratory. A
6. The laboratory's internal structures can adapt to changes in the environment. A
7. Leaders evaluate the effectiveness of processes for the management of change and performance improvement. A
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Standard LD.03.06.01
Those who work in the laboratory are focused on improving safety and quality.

Rationale for LD.03.06.01

The safety and quality of laboratory services are highly dependent on the people who work in the laboratory. The mission, scope, and
complexity of services define the design of work processes and the skills and number of individuals needed. In a successful
laboratory, work processes and the environment make safety and quality paramount. This standard, therefore, applies to all those who
work in or for the laboratory, including staff and licensed independent practitioners.

Elements of Performance for LD.03.06.01

>

1. Leaders design work processes to focus individuals on safety and quality issues.
2. Leaders are able to describe how those who work in the laboratory support a culture of safety and quality. A

3. Leaders provide for a sufficient number and mix of individuals to support safe, quality laboratory services. _,-i\ A
Note 1: The following indicators demonstrate adequacy of technical and support staff to meet the service needs of the patients,
including evenings, weekends, and holidays:

- Overtime is not significantly high.

- There are no lapses in quality control and proficiency testing.

- Performance testing and documentation of equipment maintenance have no lapses.

- Turnaround time is not prolonged.

- The quality of specimens, cultures, differential testing methods, or results is not jeopardized.

Note 2: The following indicators demonstrate adequacy of supervisory staff to meet the service needs of the patients, including
evenings, weekends, and holidays:

- The background and experience of supervisory staff are consistent with work assignments and responsibilities.

- Quiality control, proficiency testing, and maintenance are well performed and evaluated.

- Policies and procedures are current and well executed.

- Turnaround time is satisfactory.

- Record systems are well organized and current.

- Quality improvement mechanisms are implemented.

- Test analyses and specimen examinations are monitored to ensure that acceptable levels of analytic performance are
maintained.

4. Those who work in the laboratory are competent to complete their assigned responsibilities. .—'i\. A

>

Those who work in the laboratory adapt to changes in the environment.

6. Leaders evaluate the effectiveness of those who work in the laboratory to promote safety and quality. A
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Accreditation Program: Laboratory Chapter: Leadership

Standard LD.04.01.01

The laboratory complies with law and regulation.

Elements of Performance for LD.04.01.01

1. @ The laboratory is licensed, is certified, or has a permit, in accordance with law and regulation, to provide the services for which A A
the laboratory is seeking accreditation from The Joint Commission.
Note 1: Applicable law and regulation include, but are not limited to, individual and facility licensure, certification, Food and Drug
Administration regulations, Drug Enforcement Agency regulations, Centers for Medicare & Medicaid Services regulations,
Occupational Safety and Health Administration regulations, Department of Transportation regulations, Health Insurance
Portability and Accountability Act, and other local, state, and federal laws and regulations.
Note 2: Each laboratory must have a Clinical Laboratory Improvement Amendments of 1988 (CLIA '88) certificate as specified by
the federal CLIA regulations (42 CFR 493.55 and 493.3) and applicable state law.
Footnote: For more information on how to obtain a CLIA certificate, see
http://www.cms.hhs.gov/CLIA/downloads/HowObtainCLIACertificate.pdf. (See also WT.01.01.01, EP 1; WT.04.01.01, EP 1)

2. The laboratory provides laboratory services in accordance with licensure requirements, laws, and rules and regulations. A

3. Leaders act on or comply with reports or recommendations from external authorized agencies, such as accreditation, A
certification, or regulatory bodies.

4, @ Clinical Laboratory Improvement Amendments of 1988 (CLIA '88) certificates for nonwaived laboratory testing list all specialties A
and subspecialties for which the laboratory reports patient results.

Standard LD.04.01.03

The laboratory develops an annual operating budget and, when needed, a long-term capital expenditure plan.

Elements of Performance for LD.04.01.03

1. Leaders solicit comments from those who work in the laboratory when developing the operational and capital budgets. A

3. The operating budget reflects the | aboratoryés goals and ot A
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Accreditation Program: Laboratory Chapter: Leadership

Standard LD.04.01.11
The laboratory makes space and equipment available as needed for the provision of laboratory services.
Rationale for LD.04.01.11

The resources allocated to services provided by the laboratory have a direct effect on patient outcomes. Leaders should place highest
priority on high-risk or problem-prone processes that can affect patient safety.

Elements of Performance for LD.04.01.11

1. The laboratory director routinely communicates with the leaders of the laboratory about space, equipment, and other resources A
required for services.

Note: Testing activities that require special equipment, staff, and facilities are performed only when the required resources are
available.

Standard LD.04.02.01

The leaders address any conflict of interest involving licensed independent practitioners and/or staff that affects or has the potential to
affect the safety or quality of laboratory services.

Elements of Performance for LD.04.02.01

1. @ The leaders define conflict of interest involving licensed independent practitioners or staff. This definition is in writing.

A
2. @ The leaders develop a written policy that defines how the laboratory will address conflicts of interest involving licensed A
independent practitioners and/or staff.
3. Existing or potential conflicts of interest involving licensed independent practitioners and/or staff, as defined by the laboratory, A
are disclosed.
4, The laboratory reviews its relationships with other care providers, educational institutions, manufacturers, and payers to A

determine whether conflicts of interest exist and whether they are within law and regulation.
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Standard LD.04.02.03

Et hical principles guide the | aboratoryds business practices.

Elements of Performance for LD.04.02.03

1 The laboratory has a process that allows staff, patients, and families to address ethical issues or issues prone to conflict. A
2 The laboratory uses its process to address ethical issues or issues prone to conflict. A
3. The laboratory follows ethical practices for marketing and billing. A
4, @ Marketing materials accurately represent the laboratory and address the services that the laboratory provides either directly or by A
contractual arrangement.
@ 11 Patients and other customers are billed for only those services provided. C
Standard LD.04.03.01
The laboratory provides services that meet patient needs.
Elements of Performance for LD.04.03.01
1. The needs of the population(s) served guide decisions about which services will be provided directly or through referral, A
consultation, contractual arrangements, or other agreements.
Standard LD.04.03.07
Patients with comparable needs receive the same standard of laboratory services throughout the laboratory.
Rationale for LD.04.03.07
Comparable standards of laboratory services means that the laboratory can provide the services that patients need within established
time frames and that those providing laboratory services have the required competence. Laboratories may provide different services to
patients with similar needs as |l ong as the patientds outcome
not result in different standards of laboratory services.
Elements of Performance for LD.04.03.07
2. Laboratory services are consistent with the | aboratorybds mi A
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Standard LD.04.03.09

Laboratory services provided through contractual agreement are provided safely and effectively.

Elements of Performance for LD.04.03.09

1. Clinical leaders have an opportunity to provide advice about the sources of clinical services to be provided through contractual A
agreement.
2. @ The laboratory describes, in writing, the nature and scope of services provided through contractual agreements. A

Note: A written agreement (such as a formal contract) is not required for reference laboratories; however, it is required for a
contractual agreement in which a major portion of laboratory testing is provided by an outside laboratory.

3. @ Designated leaders approve contractual agreements. A
4, Leaders monitor contracted services by establishing expectations for the performance of the contracted services. A
Note: When the laboratory contracts with another accredited organization for patient laboratory services to be provided off site, it
can do the following:
- Verify that all licensed independent practitioners who will be providing laboratory services have appropriate privileges by
obtaining, for example, a copy of the list of privileges.
- Specify in the written agreement that the contracted organization will ensure that all contracted services provided by licensed
independent practitioners will be within the scope of their privileges.
5. @ Leaders monitor contracted services by communicating the expectations in writing to the provider of the contracted services. A
Note: A written description of the expectations can be provided either as part of the written agreement or in addition to it.
6. Leaders monitor contracted services by evaluating these services in relation to the laboratory's expectations. A
7. Leaders take steps to improve contracted services that do not meet expectations. A
Note: Examples of improvement efforts to consider include the following:
- Increase monitoring of the contracted services.
- Provide consultation or training to the contractor.
- Renegotiate the contract terms.
- Apply defined penalties.
- Terminate the contract.
8. When contractual agreements are renegotiated or terminated, the laboratory maintains the continuity of laboratory services. @ A
10. @ Reference and contract laboratory services meet the federal regulations for clinical laboratories and maintain evidence of the A
same.
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Standard LD.04.04.01

Leaders establish priorities for performance improvement. (Refer to the "Performance Improvement" (PI) chapter.)

Elements of Performance for LD.04.04.01

1. Leaders set priorities for performance improvement activities and patient health outcomes. (See also P1.01.01.01, EPs 1 and 3) A
2. Leaders give priority to high-volume, high-risk, or problem-prone processes for performance improvement activities. (See also A
P1.01.01.01, EPs 7, 8, 23)
3. Leaders reprioritize performance improvement activities in response to changes in the internal or external environment. A
4, Performance improvement occurs laboratory-wide. A
Standard LD.04.04.03
New or modified services or processes are well designed.
Elements of Performance for LD.04.04.03
1. The laboratory's design of new or modified services or processes incorporates the needs of patients, staff, and others. A
2. The laboratory's design of new or modified services or processes incorporates the results of performance improvement activities. A
4, The laboratory's design of new or modified services or processes incorporates evidence-based information in the decision- A
making process.
Note: For example, evidence-based information could include practice guidelines, successful practices, information from current
literature, and clinical standards.
5. The laboratory's design of new or modified services or processes incorporates information about sentinel events. (See also A
LD.04.04.05, EP 6; LD.04.04.05, EP 11)
Note: A proactive risk assessment is one of several ways to assess potential risks to patients. For suggested components, refer
to the Proactive Risk Assessment section at the beginning of this chapter.
7. Leaders involve staff and patients in the design of new or modified services or processes. A
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Accreditation Program: Laboratory Chapter: Leadership

Standard LD.04.04.05

The laboratory manages safety issues.

Elements of Performance for LD.04.04.05

6. The laboratory provides and encourages the use of systems for blame-free internal reporting of a system or process failure, or A
the results of a proactive risk assessment. (See also LD.03.01.01, EP 8; LD.03.04.01, EP 5; LD.04.04.03, EP 5)

7. The | aboratory defines fisentinel evento and communicates tt A
Note: At a minimum, the organization's definition includes those events subject to review in the "Sentinel Events" (SE) chapter of
this manual. The definition may include any process variation that does not affect the outcome or result in an adverse event, but
for which a recurrence carries significant chance of a serious adverse outcome or result in an adverse event, often referred to as
a near miss.

8. The laboratory conducts thorough and credible root cause analyses in response to sentinel events as described in the "Sentinel & A
Events" (SE) chapter of this manual.

11. To improve safety, the laboratory analyzes and uses information about system or process failures and, when conducted, the A
results of proactive risk assessments. (See also LD.04.04.03, EP 5)
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Standard LD.04.05.01

Laboratory leadership is effective.

Rationale for LD.04.05.01

The director of pathology and clinical laboratory services, as listed on the laboratory Clinical Laboratory Improvement Amendments of
1988 (CLI A "88) certificate, oversees and is wultimately respo
from assigning specific tasks to others (for example, assigning responsibility for consultation to a pathologist). Laboratory directors are
responsible for operations and measuring, assessing, and continuously improving their department's performance. Pathology and

clinical laboratory services are organized, directed, and staffed in keeping with the scope of services offered.

Appropriate clinically trained individuals provide or supervise clinical consultation, which consists of the interpretation, evaluation, and
application of test results in diagnosing and treating a particular patient. It does not include providing a practitioner with data or general
information, such as laboratory test results, reference intervals (normal ranges) for test results, general medical information pertaining
to differential diagnoses related to a test result, or general information about additional tests that can be helpful.

Note: In a hospital, such clinical consultation is the responsibility of a physician (in the case of oral pathology, a physician or a dental
oral pathologist). If the director of the clinical laboratory services in a hospital is a doctoral scientist, clinical consultation is provided by
a qualified physician. If the director is a physician, he or she provides the consultation.

Elements of Performance for LD.04.05.01

1. Oversight required for effective laboratory leadership provides the following:
- Technical expertise
- Supervision
Note: The general supervisor is responsible for the day-to-day supervision of the laboratory operation and staff who perform
patient testing. (See also QSA.02.11.01, EP 3)
- Clinical consultation, including matters related to the quality of the test results reported and their interpretation concerning
specific patient conditions and the appropriateness of the testing ordered to meet the clinical expectations and interpretation of
test results, to the | aboratorybds patients.

2. The technical consultant and/or technical supervisor is responsible for the technical and scientific oversight of the laboratory.

The laboratory director is accessible to the laboratory to provide onsite, telephone, or electronic consultation as necessary.

4. The laboratory director establishes communication in the laboratory and throughout the organization through participation, to the
extent required, in such activities as committees, in-service programs, and other functions.

5. All cytology slide preparations are evaluated on the premises of a laboratory certified to conduct testing in the subspecialty of
cytology.

6. The laboratory director is responsible for no more than five Clinical Laboratory Improvement Amendments of 1988 (CLIA '88)

certificates (including nonwaived and PPM certificates) or less if specified by state law.
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Accreditation Program: Laboratory Chapter: Leadership

The laboratory director is responsible for the proper performance of all of his or her duties, including when those duties are
delegated. (See also HR.01.02.03, EPs 2 and 7)

The laboratory director approves current reference intervals (normal values).

The laboratory director makes the documentation for the basis of reference intervals (normal values) available to staff upon
request.

Standard LD.04.05.03

The laboratory director is responsible for determining the qualifications and competence of each laboratory staff member.

Elements of Performance for LD.04.05.03

6.

The laboratory director determines the competence and qualifications of each staff member. (See also 1C.01.01.01, EP 3)

The laboratory director determines that the level of testing complexity is commensurate with the education, training, experience,
and technical abilities of each staff member.

The laboratory director determines which procedures and tests each staff member is qualified and authorized to perform.

The laboratory director determines that the level of supervision provided is commensurate with the education, training, and
experience of each staff member.

The laboratory director requires that each staff member demonstrate the ability to perform all duties before actually testing
patient specimens.

The laboratory director requires that each staff member maintain the competence to perform required tasks.

Standard LD.04.05.05

The laboratory director, technical consultant, and/or technical supervisor provide for orientation, in-service training, and continuing

education.

Elements of Performance for LD.04.05.05

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ,j_\ indicates
direct impact requirements apply; {I} indicates Measure of Success if needed; @ indicates that documentation is required

The laboratory director, technical consultant, and/or technical supervisor provide for orientation, in-service training, and
continuing education.

The laboratory director defines and approves policies for the following:
- Orientation

- In-service training

- Continuing education
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Standard LD.04.05.07

The laboratory director, technical consultant, and/or technical supervisor are responsible for maintaining laboratory performance.

Elements of Performance for LD.04.05.07

1. The | aboratory director, technical consultant, and/or techr A
- Quiality control
- Proficiency testing
- Reporting of results

2. The laboratory director, technical consultant, and/or technical supervisor define or approve other criteria used in the A
preanalytical, analytical, and postanalytical phases of testing.

3. The laboratory director, technical consultant, and/or technical supervisor ascertain that test methodologies and equipment fulfill A
the following criteria:
- They meet the needs of the patient population.
- They are verified to determine accuracy, precision, and other pertinent performance characteristics.
- They are adequate in scope.
- They are capable of providing the quality of results required by the clinical staff.

4, The laboratory director, technical consultant, and/or technical supervisor ascertain that the laboratory is enrolled and successfully A
participates in an approved proficiency testing program that is relevant for each test performed. (See also QSA.01.01.01, EP 1)

5. The laboratory director, technical consultant, and/or technical supervisor review quality control and proficiency testing data. A

6. The laboratory director, technical consultant, and/or technical supervisor require corrective action and documentation on A
unacceptable quality control and proficiency testing results.

7. The laboratory director, technical consultant, and/or technical supervisor evaluate the test results that appear inconsistent with A
clinically relevant criteria.

8. The laboratory director, technical consultant, and/or technical supervisor discuss with the staff any issues that have been A
identified.
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Standard LD.04.05.09

The laboratory director is responsible for developing, implementing, and maintaining policies and procedures that guide and support
the provision of services.

1.

D 2

10. (D)

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ’i indicates
direct impact requirements apply; {I} indicates Measure of Success if needed; @ indicates that documentation is required

Elements of Performance for LD.04.05.09
Laboratory procedures are current and complete. (See also DC.02.01.01, EP 1)

The laboratory director or designee signs and dates new laboratory procedures or changes in laboratory procedures before they
are implemented. (See also DC.02.01.01, EP 1)

The laboratory director requires that policies and procedures be consistently implemented and maintained.

Policies and procedures are readily available in writing to staff who do any kind of work for the laboratory, which includes
collecting specimens and reporting test procedures.

Satisfactory specimen criteria are established, as are the limitations on the reliability of test results if the specimen is not
satisfactory.

The laboratory director requires that test results be accurately reported within a defined time frame.

The laboratory director and/or clinical consultant require that results be reported with pertinent information as required for specific
patient interpretation.

The laboratory director develops a process for clinical staff to request and receive test results on an emergency or stat basis.

The laboratory director develops criteria for notifying the responsible practitioner when critical limits or specified test results are
exceeded.

The laboratory director or designee annually reviews and approves each laboratory procedure. This review and approval is
documented. (See also DC.02.01.01, EP 1)

>

>
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Standard LD.04.05.11

The laboratory director is responsible for requiring laboratory practices that respect the needs of patients or other customers.

Elements of Performance for LD.04.05.11

1. The laboratory director is responsible for requiring laboratory practices that respect individual privacy and security. A
2. The | aboratory director is responsible for requiring | abore A
complaints about care or service and to have those complaints reviewed and, when possible, resolved.
3. The | aboratory director is responsible for requiring | abore A
communication; this includes the rights of the hearing and speech impaired.
4, The | aboratory director is responsible for requiring | abore A
confidentiality of information. (Refer to the "Information Management" (IM) chapter.)
5. @ The laboratory documents all complaints reported to the laboratory. A
Standard LD.04.05.13
The | aboratory director recommends reference | aboratory servi
designated mechanism.
Elements of Performance for LD.04.05.13
1. @ The laboratory director provides a written recommendation to the clinical staff for reference laboratory services (including outside A
services that provide blood and blood components).
2. @ The clinical staff is involved in selecting reference laboratory services, and the laboratory's approval of those services is A
documented.
Standard LD.04.05.15
Responsibility for administrative direction and clinical direction is defined in writing.
Note: The laboratory director is responsible for the overall operation and administration of the laboratory.
Elements of Performance for LD.04.05.15
1.@The responsibility for the | aboratoryés administrative dire A
2.@The responsibility for the | aboratoryodés clinical direction A
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NPSG.01.01.01

Use at least two patient identifiers when providing laboratory services.

Rationale for NPSG.01.01.01

Wrong-patient errors occur in virtually all stages of diagnosis and treatment. The intent for this goal is two-fold: first, to reliably identify
the individual as the person for whom the service or treatment is intended; second, to match the service or treatment to that individual.
Acceptable identifiers may be the individual s name, an assig
identifier.

Elements of Performance for NPSG.01.01.01

'|I|' 1. Use at least two patient identifiers when administering blood or blood components; when collecting blood samples and other & C
specimens for clinical testing; and when providing other treatments or procedures. The patient's room number or physical
location is not used as an identifier.
Note: An example of "other procedures" includes bone marrow aspirates.

2 Label containers used for blood and other specimens in the presence of the patient. _,—i\ A

NPSG.02.03.01

Report critical results of tests and diagnostic procedures on a timely basis.

Rationale for NPSG.02.03.01

Critical results of tests and diagnostic procedures fall significantly outside the normal range and may indicate a life-threatening
situation. The objective is to provide the responsible licensed caregiver these results within an established time frame so that the
patient can be promptly treated.

Elements of Performance for NPSG.02.03.01

1. @ Collaborate with organization leaders to develop written procedures for managing the critical results of tests and diagnostic A
procedures that address the following:
- The definition of critical results of tests and diagnostic procedures
- By whom and to whom critical results of tests and diagnostic procedures are reported
- The acceptable length of time between the availability and reporting of critical results of tests and diagnostic procedures

>

2. Implement the procedures for managing the critical results of tests and diagnostic procedures.

3. Evaluate the timeliness of reporting the critical results of tests and diagnostic procedures. A
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NPSG.07.01.01

Comply with either the current Centers for Disease Control and Prevention (CDC) hand hygiene guidelines or the current World Health
Organization (WHO) hand hygiene guidelines.

Rationale for NPSG.07.01.01

According to the Centers for Disease Control and Prevention, each year, millions of people acquire an infection while receiving care,
treatment, or services in a health care organization. Consequently, health care-associated infections (HAIs) are a patient safety issue
affecting all types of health care organizations. One of the most important ways to address HAls is by improving the hand hygiene of
health care staff. Compliance with the World Health Organization (WHO) or Centers for Disease Control and Prevention (CDC) hand
hygiene guidelines will reduce the transmission of infectious agents by staff to patients, thereby decreasing the incidence of HAIs. To
ensure compliance with this National Patient Safety Goal, an organization should assess its compliance with the CDC and/or WHO
guidelines through a comprehensive program that provides a hand hygiene policy, fosters a culture of hand hygiene, and monitors
compliance and provides feedback.

Elements of Performance for NPSG.07.01.01

1. Implement a program that follows categories IA, IB, and IC of either the current Centers for Disease Control and Prevention
(CDC) or the current World Health Organization (WHQO) hand hygiene guidelines. (See also 1C.01.04.01, EP 5)

2. Set goals for improving compliance with hand hygiene guidelines. (See also 1C.03.01.01, EP 3)

3. Improve compliance with hand hygiene guidelines based on established goals.

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ’i indicates

/A
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Standard PI1.01.01.01

The laboratory collects data to monitor its performance.

Elements of Performance for PI1.01.01.01

22.

23.

24,

25.

26.
30.

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ,j_\ indicates
direct impact requirements apply; {I} indicates Measure of Success if needed; @ indicates that documentation is required

The laboratory leaders set priorities for data collection. (See also LD.04.04.01, EP 1)
The laboratory identifies the frequency for data collection.

The laboratory collects data on the following: Performance improvement priorities identified by laboratory leaders. (See also
LD.04.04.01, EP 1)

The laboratory collects data on the following: The use of blood and blood components. (See also LD.04.04.01, EP 2)
The laboratory collects data on the following: All confirmed transfusion reactions. (See also LD.04.04.01, EP 2)

The laboratory collects data on the following: Patient perception of the safety and quality of laboratory services.
Note: The laboratory can use the hospital's patient satisfaction survey as long as it addresses laboratory services.

The laboratory collects data on the following: Processes or outcomes related to patient preparation, including the provision of
patient instructions and preparatory steps for the procedures.

The laboratory collects data on the following: Processes or outcomes related to handling specimens, including specimen
collection, labeling, preservation, transportation, and rejection. (See also LD.04.04.01, EP 2)

The laboratory collects data on the following: Processes or outcomes related to communication processes, including efficient
transfer of information, completeness of test requisition, timeliness of reporting results, and accuracy of reports.

The laboratory collects data to determine whether tests it offers meet the needs of the clinical staff and the population served.
Note: Data needed to support the review process may include age, disability groups, diagnoses, problems, levels of care, and
treatment.

To support the review of clinician practices, the laboratory collects data on test utilization.

The laboratory considers collecting data on staff opinions and needs.
Note: If the laboratory has not collected data on this topic, consideration can be demonstrated through methods such as
interviews or meeting minutes.

> >
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Standard PI1.02.01.01

The laboratory compiles and analyzes data.

Elements of Performance for P1.02.01.01

GII' 1. The laboratory compiles data into formats that enable them to be analyzed. C
2. The laboratory identifies the frequency for data analysis. A
'Il' 3. The laboratory uses statistical tools and techniques to analyze and display data. C
4, The laboratory analyzes and compares internal data over time to identify levels of performance, patterns, trends, and variations. A
5. The laboratory compares data with external sources, when available. A
Note: Examples of external sources of information include the following:
- Recent scientific, clinical, and management literature, including Sentinel Event Alerts
- Practice guidelines or parameters
- Performance measures
- Reference databases
- Other organizations with similar processes and standards that are periodically reviewed and revised
8. The laboratory uses the results of data analysis to identify improvement opportunities. (See also LD.03.02.01, EP 5; P1.03.01.01, A
EP 1)
Standard P1.03.01.01
The laboratory improves performance.
Elements of Performance for P1.03.01.01
1. Laboratory leaders prioritize the identified improvement opportunities. (See also P1.02.01.01, EP 8) A
2. The laboratory takes action on improvement priorities. A
3. The laboratory evaluates actions to confirm that they resulted in improvements. A
4, The laboratory takes action when it does not achieve or sustain planned improvements. A
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Standard QSA.01.01.01

The | aboratory participates in Centers for Medicare & Medicai
regulated analytes.

Note: This participation in the proficiency testing program includes the specialty of Microbiology, and subspecialties of Bacteriology,
Mycobacteriology, Mycology, Parasitology, and Virology; the specialty of Diagnostic Immunology, and subspecialties of Syphilis
Serology and general Immunology; the specialty of Chemistry, and subspecialties of routine Chemistry, Endocrinology, and

Toxicology; the specialty of Hematology (including routine Hematology and Coagulation); the subspecialty of Cytology (limited to
gynecologic examinations); and the specialty of Inmunohematology (ABO group and Rho(D) typing, unexpected antibody detection,
compatibility testing, and antibody identification).

Rationale for QSA.01.01.01

Proficiency testing determines how well a | aboratoryds result
methodologies. Such testing can identify patterns of performance problems that may not be otherwise recognized by internal
mechanisms (for example, quality control, preventive maintenance, competence evaluations).

Elements of Performance for QSA.01.01.01

1.@The | aboratory participates in a Centers for Medicare & Mec
meets regulatory requirements for variety and frequency of testing. (See also LD.04.05.07, EP 4)
Footnote 1: For information on current proficiency testing providers, see
http://www.cms.hhs.gov/CLIA/14_Proficiency_Testing_Providers.asp#TopOfPage.
Footnote 2: The Joint Commission annually verifies enroliment in a proficiency testing program onsite and by review of
proficiency testing enrollment verification. For more information on proficiency testing, see
http://www.jointcommission.org/AccreditationPrograms/LaboratoryServices/ProficiencyTesting/.

2. The laboratory authorizes the proficiency testing program to release all data required to determine the laboratory's compliance for
proficiency testing and makes proficiency testing results available to the public as required in the Public Health Service Act,
Section 353(f)(3)(F).

The laboratory uses a proficiency testing program for each regulated analyte performed.

4, The laboratory participates in the same approved proficiency testing program(s) for a full calendar year before designating a
different proficiency testing program. If the laboratory designates a different proficiency testing program before the conclusion of
a full calendar year, it notifies the Centers for Medicare & Medicaid Services (CMS) or The Joint Commission before this change

is made.
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Accreditation Program: Laboratory Chapter: Quality System Assessment for Nonwaived Testing

5. For each specialty, subspecialty, analyte, or test, the laboratory's proficiency testing results meet satisfactory performance criteria C
in accordance with law and regulation.
Note 1: Satisfactory performance criteria in the Clinical L

include the following:

- Participating in a proficiency testing event. Failure to participate in a proficiency testing event results in a score of 0 for the

testing event.

- Attaining a score of at least 80% for all specialties, subspecialties, or tests, except ABO group and Rho(D) typing and

compatibility testing

- Attaining a score of 100% for ABO group and Rho(D) typing or compatibility testing

- Returning proficiency testing results to the proficiency testing provider within the time frame specified by that provider. Failure to
return proficiency testing results to the proficiency testing provider within the time frame specified by that provider results in a

score of 0 for the testing event.

- Submitting all results on the proficiency testing form. Omission of results could lead to a failure of attaining the score necessary

for satisfactory performance.

Note 2: Most proficiency testing events with fewer than 10 participants automatically result in a score of 100% for the event.

These challenges are not sufficient for demonstrating that the laboratory has met satisfactory performance criteria. If this occurs,

|l aboratories must supplement with either interlaboratory c¢c¢
Medi care & Medicaid Services (CMS)iapproved proficiency tescs
(For proficiency testing events in which the laboratory achieves satisfactory performance but has unacceptable proficiency

testing results, see also QSA.01.02.01, EP 2)

6. The laboratory's proficiency test performance is successful for each specialty, subspecialty, analyte, or test, as required by law A
and regulation.
Not e: Unsuccessful performance is defined in the Clinical L

as a failure to achieve satisfactory performance for two consecutive testing events or two out of three consecutive testing events.
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Accreditation Program: Laboratory Chapter: Quality System Assessment for Nonwaived Testing

7. Il ndi viduals who examine gynecologic preparations participat A
proficiency testing program that meets regulatory requirements for variety and frequency of testing and satisfactory performance
criteria.

Note 1: For an individual who fails an annual proficiency testing event (< 90% on a 10-slide proficiency test), the laboratory
schedules a retesting event that takes place not more than 45 days after the receipt of the notification of failure. Steps of
retesting include the following:

- A 10-slide retest (event #2), performed within 2 hours, in which a score of 90% is acceptable

- For an individual who fails the 10-slide retest (event #2), the laboratory provides remedial training and education in the area of
failure and has evidence that all patient gynecologic slides evaluated subsequent to the notice of failure are reexamined until the
individual is again retested with a 20-slide proficiency test (event #3), performed within 4 hours, in which a score of 90% is
acceptable.

- An individual who fails the last 20-slide proficiency test (event #3) ceases examining gynecologic slide preparations
immediately upon notification of test failures and may not resume examining gynecologic slides until the laboratory has evidence
that the individual obtained at least 35 hours of documented, formally structured, continuing education in diagnostic
cytopathology that focuses on the examination of gynecologic preparations, and until the individual is retested with another 20-
slide proficiency test and scores at least 90%.

- This final cycle continues until the individual successfully participates in another 20-slide proficiency test.

Note 2: Unexcused absence by an individual for a retest will result in a test failure.

(See also QSA.01.02.01, EP 5)
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Accreditation Program: Laboratory Chapter: Quality System Assessment for Nonwaived Testing

Standard QSA.01.02.01

The laboratory maintains records of its participation in a proficiency testing program.

Rationale for QSA.01.02.01

The laboratory uses results outside acceptable ranges as an opportunity to correct problems, educate staff, prevent recurrence of
problems, and improve the quality of services it provides.

Elements of Performance for QSA.01.02.01

1. The laboratory analyzes and reports results for each testing period during the two years prior to survey for accreditation by The A
Joint Commission.
Note: The laboratory may consider retaining records for a minimum of five years to address potential Centers for Medicare &
Medi caid Services (CMS)irequired follow-up for repeated un:t

2. @ For individual unacceptable proficiency testing results, the laboratory conducts an investigation of all potential causes, provides A
evidence of review, and performs corrective action sufficient to address and correct the issues identified in the investigation.
These actions are documented. (See also QSA.01.01.01, EP 5)
Note 1: This requirement also applies when the proficiency testing program does not obtain consensus for scoring purposes, or
the laboratory receives a score of 0 for nonparticipation or late return of results.

Note 2: This requirement also applies when the | aboratoryoscs
| mprovement Amendments of 1988 (CLI A 0688) requirements for
3. @ The laboratory director or technical supervisor reviews each proficiency testing program report, even if testing events are A
satisfactory. The review is documented.
4, The laboratory retains proficiency testing records for at least two years from the date of participation for the following proficiency A
testing events:
- Each proficiency testing result
- Test handling
- Preparation
- Processing
- Examination
- Each step in the testing
- Signed attestation statement(s) provided by the proficiency program
- A copy of the proficiency testing program report forms used by the laboratory to record proficiency testing results
- Corrective action taken
5. @ For cytology proficiency testing, the laboratory maintains records of acceptable testing performance, or documentation of A
retesting and corrective action, for individuals engaged in the examination of gynecologic preparations. (See also QSA.01.01.01,
EP 7)
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Accreditation Program: Laboratory Chapter: Quality System Assessment for Nonwaived Testing

Standard QSA.01.03.01

The laboratory has a process for handling and testing proficiency testing samples.

Elements of Performance for QSA.01.03.01

1. @ The laboratory has written policies and procedures for testing proficiency testing samples.

A
2. The laboratory tests proficiency testing samples according to its policies and procedures. A
3. The laboratory performs proficiency testing for each test method used as the primary method under each Clinical Laboratory A
Improvement Amendments of 1988 (CLIA '88) certificate for each regulated analyte.
Note: Proficiency testing for secondary analyzers is not required.
(See also QSA.02.08.01, EP 1 for correlation study requirements between primary and secondary methods)
4, Proficiency testing samples are tested along with the laboratory's regular patient testing workload by staff who perform the A
laboratory's testing.
5. The laboratory rotates proficiency testing samples among the staff who perform patient testing. A
6. The | aboratoryés staff tests the proficiency testing sampl € A
7. @ The laboratory staff who performed the proficiency testing and the laboratory director or technical supervisor sign attestations A
documenting that proficiency testing samples were tested in the same manner as patient specimens.
Standard QSA.01.04.01
The laboratory performs its proficiency testing independent of other laboratories.
Elements of Performance for QSA.01.04.01
1. The laboratory does not send the proficiency testing samples to another laboratory for analysis. (See also APR.01.02.01, EP 1) & A
2. Communication between laboratories (interlaboratory and laboratories with multiple sites or separate locations) about the results A A
of proficiency testing samples does not occur until after the date by which the laboratory must report proficiency testing results to
the program for the testing event.
3. The laboratory notifies the Centers for Medicare & Medicaid Services (CMS) or The Joint Commission of proficiency testing A

samples received from another laboratory for testing.
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Accreditation Program: Laboratory Chapter: Quality System Assessment for Nonwaived Testing

Standard QSA.01.05.01

The laboratory verifies the accuracy and reliability of results obtained for nonregulated analytes and for those regulated analytes for
which compatible proficiency testing samples are not available.

Elements of Performance for QSA.01.05.01

1. @ The laboratory has written policies and procedures that include acceptability criteria to verify the accuracy and reliability of results A
obtained for nonregulated analytes and for those regulated analytes for which compatible proficiency testing samples are not
available.

Note: Acceptable methods of accuracy verification for nonregulated analytes include the following:

- The laboratory uses proficiency testing.

- Every six months, the laboratory sends five specimens to a Clinical Laboratory Improvement Amendments of 1988 (CLIA
688)icertified reference | aboratory for comparison with it:¢
- Interlaboratory quality control results are used to verify the continuing reliability of the tests not included in the proficiency

testing program (for example, peer comparisons).

- Throughout the year, the technical supervisor of the laboratory retests a random sample of microscopic tests from each staff

who performs such testing.

- Duplicate testing is performed by two different individuals who perform such tests as reticulocyte counts, urine sediments, and
crystal identification.

2. @ The laboratory performs verification testing at least every six months. The verification is documented. A
3. @ When performance verification is unacceptable, the laboratory performs an investigation of all potential causes, evidence of A
review, and corrective action sufficient to address and correct the issues identified in the investigation. These activities are
documented.
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Accreditation Program: Laboratory Chapter: Quality System Assessment for Nonwaived Testing

Standard QSA.02.01.01

The laboratory verifies tests, methods, and instruments in order to establish quality control procedures.
Note: This standard also applies to instruments on loan when the original instrument is under repair.

Elements of Performance for QSA.02.01.01

1.@When adding or replacing an unmodified U.S. Food and Drug /&A
|l aboratory verifies the manufacturerds performance speci fic
- Accuracy
- Precision
- Reportable range
The verification is documented.

2. @ When adding or replacing a modified test, method, or instrument, the laboratory establishes written performance specifications & A
that include the following:
- Accuracy
- Precision
- Reportable range
- Analytical sensitivity
- Analytical specificity
Note: Modified tests, methods, or instruments include the following:
- Test procedures with modifications to the U.S. Food and I
instrument, procedural steps, or other components
- Tests or methods developed in the laboratory with no FDA evaluation
- Tests, methods, or instruments not subject to FDA clearance

3.@When replacing an old test, method, or instrument, the | abc A
test, method, or instrument. The correlation is documented.
Note 1: This element of performance also applies when reference tests are brought in-house.
Note 2: The laboratory has the discretion to determine the minimum number of data points and acceptable levels of correlation
required for statistical validity and clinical usage of the test result.

4, @ For a new test, method, or instrument, the laboratory verifies that the reference intervals (normal ranges) apply to the test, A
method, or instrument and population served. The verification is documented.

5. @ The laboratory performs verifications for each new test, method, or instrument prior to reporting patient results. These ,-i\ A
verifications are documented.

6. @ The laboratory's verification includes the establishment of written quality control procedures for each testing system or A
methodology.

Page 103 of 193

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ’i indicates Pre-Publication Version
direct impact requirements apply; (J[) indicates Measure of Success if needed; (D) indicates that documentation is required © 2009 The Joint Commission on

Accreditation of Healthcare Organizations



Accreditation Program: Laboratory Chapter: Quality System Assessment for Nonwaived Testing

7. The laboratory's quality control procedure for each testing system or methodology includes the following: A
- The range of quality control values used
- The frequency of quality control testing
- Adherence to the manufacturer's recommendations
- The predicted reliability based on history
- The specialty and subspecialty requirements included in this chapter

8. Over time, the laboratory monitors the accuracy and precision of test performance that may be influenced by changes in the A
following:
- Test system performance
- Environmental conditions
- Variance in operator performance

Page 104 of 193

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ’i indicates Pre-Publication Version
direct impact requirements apply; (J[) indicates Measure of Success if needed; (D) indicates that documentation is required © 2009 The Joint Commission on

Accreditation of Healthcare Organizations



Accreditation Program: Laboratory Chapter: Quality System Assessment for Nonwaived Testing

Standard QSA.02.02.01

The laboratory performs calibration and recalibration.

Rationale for QSA.02.02.01

Calibration requirement and methods are based on manufacturer
requirements include manual procedures that do not use instrumentation, microscopic procedures, and procedures involving
instruments that do not lend themselves to calibration.

Elements of Performance for QSA.02.02.01

1. @ The laboratory has a written procedure for calibration that includes, at a minimum, the following: A
- The requirements established by the instrument manufacturer
- The number of calibration levels
- The type of calibration materials used
- The concentration of the calibration materials
- The frequency of calibration
- The acceptable performance limits for the calibration

The laboratory performs calibration using materials traceable to a national reference standard, when available. A

w

If quality control materials are used for calibration, the laboratory uses different lot numbers than those used for routine quality A
control testing.

The laboratory follows its procedure for calibration. The calibration performance is documented.

o &
>

©XC)

The laboratory recalibrates when indicated by evaluation of the following data: A
- Calibration

- Calibration verification

- Quality control results

- Performance and function checks

The recalibration is documented. (See also EC.02.04.01, EP 3; QSA.02.11.01, EPs 1-7)
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Accreditation Program: Laboratory Chapter: Quality System Assessment for Nonwaived Testing

Standard QSA.02.03.01

The laboratory performs calibration verification.

Elements of Performance for QSA.02.03.01

1. @ The laboratory has a written procedure for calibration verification that includes the following, at a minimum: A
- The requirements established by the instrument manufacturer
- The number of calibration verification levels
- The type of calibration verification materials used
- The concentration of the calibration verification materials
- The frequency of calibration verification
- The acceptable performance limits for the calibration verification

2. The laboratory tests the reportable range of results during the calibration verification process, including a minimal value, a A
mi dpoint value, and a maximum value based on the manufactur
Note: The Joint Commission does not require the purchase of commercial linearity kits to meet this requirement. Quality control
materials, previously tested proficiency testing samples with known results, and calibration materials are acceptable to use for
calibration verification.

3. Calibration verification is performed every six months. A
Note: Semiannual calibration verification is not required when the laboratory performs calibration at least once every six months
using three or more levels of calibration materials that include a low, mid, and high value.

4. Calibration verification is performed whenever the following events occur: A
- A complete change of reagents for a procedure is introduced, unless it is demonstrated that changing reagent lot numbers does
not affect the range used to report patient test results, and control values are not adversely affected by reagent lot number
changes.
- Major preventive maintenance is performed, or critical parts are replaced that may influence test performance.
- Quality control results indicate that there may be a problem with the test system.
- An environmental change occurs, including instrument relocation.
- An instrument has been replaced.
- Quality control materials reflect an unusual trend or shi
assessing and correcting unacceptable quality control values fail to identify and correct the problem.

5. @ The laboratory follows its procedure for calibration verification. The calibration verification performance is documented. A
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Standard QSA.02.04.01

The laboratory evaluates instrument-based testing with electronic or internal systems prior to using them for routine quality control.

Rationale for QSA.02.04.01

Advancements in laboratory technology have led to test systems that often include alternative quality control monitoring systems, such
as electronic simulators, internal controls, or procedural controls. These systems can monitor the entire analytical process or part of
the analytic process. They may be used as the routine daily quality control when they have been properly validated and when external
quality control is performed on a periodic basis. For test systems without internal monitoring systems, the frequency of external
controls may not be reduced and traditional external quality control is required each day of patient testing.

Note: When using internal monitoring systems as the routine quality control, the laboratory still complies with other Joint Commission
standards scored elsewhere in this manual, including, but not limited to, method validation, daily surveillance of results, ongoing
competency assessment of the staff performing tests, ongoing instrument maintenance and testing, proficiency testing or other means
of verifying accuracy of the method, performance improvement, and adequate oversight of the testing activity.

Elements of Performance for QSA.02.04.01

1. When the laboratory evaluates instrument-based testing with electronic or internal systems, the test being performed is a
moderately complex test in routine chemistry or hematology.

2. @ For each test system, the laboratory evaluates the sources of error, including personnel, training, and competency, and
determines whether the electronic or internal quality controls monitor the entire analytical process or a portion of the analytical
process. The results are documented.

Note: This information may be included in the manufacturer's package insert or requested from the manufacturer via written
documentation.

3. @ The laboratory conducts an evaluation of the electronic or internal quality controls by testing external quality controls in parallel
with the electronic or internal quality controls for the following:
- 10 consecutive days of testing for test systems that monitor the entire analytical process
- 30 consecutive days of testing for test systems that monitor a portion of the analytical process
The evaluation of the electronic or internal quality controls is documented.
Note: Consecutive days include only those days when the laboratory actually performs or would perform the test.

4, Through its evaluation and data analysis activities, the laboratory defines the variety and frequency of external quality control
sufficient to prevent clinically significant errors in patient test results.
Note 1: Unless the manufacturer requires more frequent testing, the frequency of testing external quality controls may be
reduced from daily to at least the following:
- Once monthly for test systems that monitor the entire analytical process
- Once weekly for test systems that monitor a portion of the analytical process
Note 2: For a test system without internal quality controls, frequency of external quality controls may not be reduced.
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'Il' 5. @ The laboratory performs at least two levels of electronic or internal quality controls at the same frequency as required in the C
specialty and subspecialty sections of this manual, or more frequently if recommended by the manufacturer or defined by
laboratory procedure. The electronic or internal quality control results are documented.
Note: The minimum frequency for performing two levels of electronic or internal quality controls can be found at the following
specialties/subspecialties:
- Routine chemistry (refer to QSA.06.01.01)
- Blood gases (refer to QSA.06.02.01)
- Hematology (refer to QSA.11.01.01)
- Coagulation (refer to QSA.11.02.01)

6. @ The laboratory performs external quality controls at the following frequencies: A
- As defined by the evaluation (either weekly or monthly)
- According to the manufacturerdéds recommendati ons
- With each new lot number, shipment, or package of reagents
The external quality control results are documented.

7. @ The laboratory performs external quality controls at the number of levels specified by the specialty and subspecialty requirements A
(for example, blood gases require three levels of quality control). The external quality control results are documented.

8. @ The laboratory conducts an investigation, identifies the root causes, performs corrective action, and restarts the evaluation of the A
electronic or internal quality controls if any of the following occur:
- Proficiency testing is unsatisfactory
- Analytic system quality assessment is unacceptable
- Competency assessment is unacceptable
- There are two consecutive unacceptable quality control results (internal or external) for the same level or measurement either
during the evaluation process or after the laboratory has reduced the frequency of testing external quality control materials. (After
the first unacceptable quality control result, the laboratory repeats the quality control and meets the criteria for acceptability
before reporting patient results.)
The corrective action is documented. (See also QSA.02.12.01, EPs 4-8)

Page 108 of 193

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ,j_\ indicates Pre-Publication Version
direct impact requirements apply; (J[) indicates Measure of Success if needed; (D) indicates that documentation is required © 2009 The Joint Commission on

Accreditation of Healthcare Organizations



Accreditation Program: Laboratory Chapter: Quality System Assessment for Nonwaived Testing

Standard QSA.02.05.01

The laboratory evaluates noninstrument-based testing with internal quality control systems prior to using them for routine quality
control.

Elements of Performance for QSA.02.05.01

1. If the laboratory uses noninstrument-based testing with internal positive and negative quality controls as the daily quality control, A
it performs an evaluation of the internal quality controls against the external quality controls.

2. @ If the laboratory uses noninstrument-based testing with internal positive and negative quality controls as the daily quality control, A
it defines in writing the frequency of external quality controls based on the following:
- Its evaluation
- An interval that meets manufacturers' recommendations
- The use of each new lot number, shipment, or package of reagents

3. @ If the laboratory uses noninstrument-based testing with internal positive and negative quality controls as the daily quality control, A
it performs external quality controls at its defined frequencies. The external quality controls are documented.
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Standard QSA.02.06.01

Each laboratory specialty and subspecialty has a quality control policy.

Elements of Performance for QSA.02.06.01

1. @ A written quality control policy exists for each specialty and subspecialty offered as part of pathology and clinical laboratory

o o M w
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services.

The quality control policy defines the number, type, and frequency of quality control materials according to the following:
- Manufacturersod6 recommendations

- Performance specifications verified or established by the laboratory

- Specialty and subspecialty requirements found in this chapter for quality control testing

The quality control policy includes the quality control criteria for acceptability for each test.
The quality control policy includes acceptable quality control limits and reportable ranges for each test.
Quality control limits are strict enough to promote precision and accuracy for reliable patient test results.

Quality control limits and reportable ranges provide results with meaningful clinical applications.

Note 1: Package insert quality control limits may be too wide to meet the elements of performance (EPs) for this standard.
Quiality control limits are based at least in part on laboratory-specific data, except as indicated in the EPs for standard
QSA.02.07.01.

Note 2: For manual tests that do not lend themselves to traditional quality control methods, alternative procedural controls with
established limits may be used to verify the results. For example, manual reticulocyte counts could be verified by a specified
percentage agreement of the results from two slides.

The | aboratorydéds quality control policy is accessible to

> > > >

st A
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Standard QSA.02.07.01

The laboratory has its own quality control ranges with valid statistical measurements for each procedure.

Elements of Performance for QSA.02.07.01

1. @ Before using control material for quality control purposes, the laboratory defines, in writing, control ranges for each lot number. A
2. @ The laboratory determines through repetitive testing the statistical parameters for each lot number of control material, including A
mean, standard deviation, and coefficient of variation. The parameters are documented.
3. I f the |l aboratoryds calculated control ranges reflect varie A
resolves discrepancies, and provides the rationale for its decision.
4, The stated values of an assayed control material may be used as the target values, provided the stated values correspond to the A
methodology and instrumentation used by the laboratory and are verified by the laboratory through repetitive testing.
5D A manufacturerds control range may be used if the | aborator A
mean. The verification is documented.
Note: The laboratory may use values from package inserts only until it has established its own control ranges, or if the test is
used so infrequently that calculations of valid statistics are not possible, or if a pattern of using package insert values does not
exist.
6.®A manufacturerdos control range may be used if the | aborator A
narrow enough to provide results with meaningful clinical applications.
7. @ The laboratory establishes statistical parameters for unassayed control materials over time through concurrent testing of control A
materials with previously determined statistical parameters. The established statistical parameters are documented.
8. @ For hematology and coagulation testing: The laboratory generates statistics using the standard deviation of duplicate pairs when A
using patient samples as controls. The statistics are documented.
Note: Patient controls may be used to supplement the commercial controls if an acceptable level of precision has been defined.
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Standard QSA.02.08.01

The laboratory performs correlations to evaluate the results of the same test performed with different methodologies or instruments or
at different locations.

Elements of Performance for QSA.02.08.01

1. @ The laboratory has written policies and procedures to perform correlations between analytes when the same analytes are tested A
using different methodologies or instruments or at different locations. (See also QSA.01.03.01, EP 3)
Note 1: This element of performance is not applicable when both of the following criteria are met:
- Testing is performed under a separate Clinical Laboratory Improvement Amendments of 1988 (CLIA '88) certificate.
- The tests are used for a separate patient population (for example, blood gas analysis for patients throughout the hospital versus
scalp pH analysis for neonates).
Note 2: Correlations are not required for test methods classified as waived procedures.

2. @ The laboratory performs correlations at least once every six months. The correlations are documented. A

3. The laboratory informs the ordering practitioner of clinically significant differences in correlation results between analytes when A
the same analytes are tested using different methodologies or instruments or at different locations.

Standard QSA.02.09.01

The laboratory performs quality control testing in the same manner as it performs patient testing.

Elements of Performance for QSA.02.09.01

1. Only staff who perform patient testing perform quality control testing. A
2. Staff who perform patient testing test quality control materials in the same manner as they test patient specimens. A
3. The laboratory rotates quality control testing among staff who perform patient testing. A

Note: Not all staff are required to perform quality control testing each day they perform patient testing, but all staff are included in
the quality control testing over time.
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Standard QSA.02.10.01

The laboratory performs quality control testing to monitor the accuracy and precision of the analytic process.
Note: This standard is considered in combination with the specialty and subspecialty requirements found in this chapter (for example,
blood gas testing requires three levels of quality control materials each day of patient testing).

Elements of Performance for QSA.02.10.01

IIB 1. @ The laboratory uses quality control materials that challenge each step of the testing process. The quality control results are C
documented.

2. The laboratory uses quality control materials at levels and a frequency consistent with manufacturers' recommendations. C

The laboratory uses two quality control materials of different concentrations for each quantitative procedure on each day the C
procedure is performed. The quality control results are documented.

The laboratory uses negative and positive control material for each qualitative procedure on each day the procedure is C
performed. The quality control results are documented.

The laboratory uses a negative and graded or titered positive reactivity control material for procedures that produce graded or C
titered results each day the procedure is performed. The quality control results are documented.

The laboratory uses a negative and positive reactivity control material to test staining materials for intended reactivity each day C
the procedure is performed. The quality control results are documented.

The laboratory uses a negative and positive reactivity control material to check fluorescent and immunohistochemical stains for C
intended reactivity each day the procedure is performed. The quality control results are documented.

When direct antigen systems include an extraction phase, the laboratory uses two quality control materials, one of which is C
capable of detecting extraction errors. The quality control results are documented.

8 8 8 8 8 88

=)

For each electrophoretic determination, the laboratory tests at least one quality control material containing the substances being C
identified or measured in patient testing. The quality control material is tested concurrent with patient specimens. The quality
control result is documented.

For thin layer chromatography, each plate or card is spotted with a calibrator containing the substances or drug groups identified C
or reported by the laboratory. The calibrator includes at least one control material on each plate or card and is processed through
each step of patient testing, including the extraction phase. The quality control result is documented.

® ©® © ® ® ® © © ©

If quality control materials are not available, the laboratory performs alternative quality control testing. The alternative quality C
control results are documented.

Note: Alternative quality control testing includes split sampling for testing by another method or in another laboratory or

previously tested patient specimens tested in duplicate. This element of performance does not apply to Standard QSA.02.04.01

regarding the validation of electronic and internal monitoring systems.

12. The laboratory does not report individual patient results unless quality control criteria are met. A
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13 The laboratory does not report individual patient results that exceed the reportable range. A

14. @ The laboratory performs quality control testing before resuming patient testing when the following occurs: A
- A complete change of reagents for a procedure is introduced, unless it is demonstrated that changing reagent lot numbers does
not affect the range used to report patient test results, and quality control results are not adversely affected by reagent lot number
changes.
- Major preventive maintenance or replacement of critical parts influence test performance.
The quality control results are documented.
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Standard QSA.02.11.01

The laboratory conducts surveillance of patient results and related records as part of its quality control program.

Elements of Performance for QSA.02.11.01

1. @ The laboratory has written policies and procedures for surveillance activities that include a coordinated review of the following: A
- Patient test results
- Work records
- Equipment performance testing records
- Quality control results
(See also QSA.02.02.01, EP 5)

2. The policies and procedures include criteria to determine acceptability of patient results before they are released. (See also A
QSA.02.02.01, EP 5)
.|I|. 3. @ The general supervisor performs or delegates to technical staff the daily supervisory review of patient results. The supervisory C

review is documented.

Note: Technical staff performing the review use specific criteria or computer algorithms to identify outlier results for manual

review. Examples of criteria include the following:

- Unacceptable quality control results

- Test results that do not correlate with a patientés knowr
patient test results; and relationship with other test parameters

- Incongruent test results on one patient

- Abnormal test results

- Critical values

(See also LD.04.05.01, EP 1; QSA.02.02.01, EP 5)

4, For high-complexity testing performed by trained high school graduates qualified under 42 CFR 493.1489(b)(5), the laboratory A
director, general supervisor, or technical supervisor reviews all results within 24 hours of patient testing. (See also QSA.02.02.01,
EP 5)

5. @ The laboratory performs daily screening for errors in patient test results due to handwritten or manual data entry (for example, C

clerical errors). The daily screening is documented. (See also QSA.02.02.01, EP 5)
Note: Screening a sample of data is acceptable for compliance with this element of performance.

6. @ The laboratory performs screening for errors (for example, electronic transmission errors, formatting errors) in electronic and C
printed patient test results at a frequency defined by the laboratory. The screening is documented. (See also QSA.02.02.01, EP 5)

7. @ The laboratory performs review of other records (for example, work records, equipment records, quality control summaries) at a A
frequency defined by the laboratory, but at least monthly. The review is documented. (See also QSA.02.02.01, EP 5)
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Standard QSA.02.12.01

The laboratory investigates and takes corrective action for deficiencies identified through quality control surveillance.

Elements of Performance for QSA.02.12.01

1. @ The laboratory has written policies and procedures to monitor, assess, and correct problems identified in the preanalytical, A
analytical, and postanalytical processes.

2. The | aboratoryés policies and procedures include the identi A
systems and alternative facilities (for example, reference laboratories).

3. The laboratory follows its policies and procedures to monitor, assess, and correct problems identified in preanalytical, analytical, A

and postanalytical processes.

4, @ The laboratory performs corrective action when the following situations occur:

S A

- Quality control results do not meet the | aboratorybs crit

- An instrument does not meet function check or performance testing requirements.
- Incidents of incorrect test results are reported.

- Patient test results are reported outside of the | aboratc

- Criteria for proper storage of reagents and specimens are not met.
- Other incidents of unsatisfactory specimen collection, testing, or reporting are identified.
The corrective action is documented. (See also QSA.02.04.01, EP 8)

5. @ For each quality control result outside acceptable limits, the laboratory conducts an investigation of all potential causes, provides
evidence of review, and takes corrective action. These activities are documented. (See also QSA.02.04.01, EP 8)

6. For each quality control result outside acceptable limits, the laboratory takes corrective action before patient testing is resumed.
(See also QSA.02.04.01, EP 8)

7. @ As part of the corrective action, the laboratory documents the following:
- Related quality control results
- Related repeat patient testing
- Related correction of individual results
(See also QSA.02.04.01, EP 8)

8. As part of the corrective action, the laboratory performs the following:
- Review of the effectiveness of the corrective action
- Revision of policies and procedures to prevent recurrence
- Discussion of the investigation and corrective action with affected staff
(See also QSA.02.04.01, EP 8)

9. @ When the laboratory becomes aware of an incorrect test result, it notifies the practitioner who ordered the test or will receive the
results. The notification is documented. (See also QSA.08.08.01, EP 5)

A
/A

A
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10. @ The laboratory issues a written corrected report to the practitioner who ordered the test or will receive the results as soon as the A
patient test results become available.

11. As part of the corrective action, the laboratory retains an exact copy of the original and corrected paper or electronic reports. A

Standard QSA.02.13.01
The laboratory stores, prepares, evaluates, and tracks reagents.
Elements of Performance for QSA.02.13.01
1. @ The laboratory has written policies and procedures for storing, preparing, evaluating, and tracking reagents. A

'Il' 2. The laboratory stores reagents as described on the label or by the manufacturer. C
Note: Reagents include, but are not limited to, quality control materials, calibration materials, standards, substrates, water,
alcohols, diluents, and other test kit components.

3. The laboratory reconstitutes reagents that are not prepackaged as indicated on the label or by the manufacturer. A
4, @ The laboratory evaluates kits, including reagents, standards, diluents, and other ancillary reagents. The evaluation is A
documented.
GII' 5. @ The laboratory checks the following opened or prepared items for positive and negative reactivity, as well as graded reactivity, if C
necessary:
- Each batch of reagents prepared in-house
- Lot number and shipment of commercially prepared reagents
- Disks
- Stains
- Antisera
- Identification systems using two or more substrates or reagents, or a combination of substrates and reagents
The reactivities are documented.
'|I|' 6. @ The laboratory documents the lot numbers of reagents in a manner that permits tracking when specific reagents are in use. C
7. The laboratory does not interchange components of reagent kits of different lot numbers unless permitted by the manufacturer. A
8. The laboratory uses kits, reagents, media, and supplies according to manufacturers' specifications. (See also QSA.02.14.01, EP A
5)
9. The laboratory uses water that meets the criteria for the test method and does not interfere with specificity, accuracy, or precision A

of the test (for example, culturing deionized or distilled water, verifying pH).
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Standard QSA.02.14.01

The laboratory labels reagents and solutions completely and accurately.

Elements of Performance for QSA.02.14.01

1.
2.

4,
5.

@ s

@ The laboratory has written policies and procedures for labeling reagents and solutions. A
The policy for labeling reagents and solutions includes the following: A
- Identity
- Strength
- Titer
- Concentration
- Cautionary and accessory information
- Preparation and expiration dates
The laboratory identifies reagents that could pose a hazard for staff safety. A
Note: For more information on hazardous materials and waste, please refer to the "Environment of Care" (EC) chapter,

EC.02.02.01.

The laboratory does not use deteriorated or substandard reactivity materials. A
The laboratory does not use expired reagents or solutions. (See also QSA.02.13.01, EP 8) A
The laboratory follows its policies and procedures for labeling reagents and solutions. C

Standard QSA.03.01.01

A pathologist or a qualified physician performs or supervises each autopsy.
Note: This standard does not apply to autopsies conducted for forensic purposes only.

Elements of Performance for QSA.03.01.01

1. @ Autopsies are performed by pathologists or physicians whose credential files document their qualifications in anatomic A
pathology, or by qualified individuals under the direct supervision of pathologists or qualified physicians. (If the pathologist is also
serving as a laboratory director, see also HR.01.02.03, EP 1, for qualifications.)
A pathologist qualified in anatomic pathology makes all microscopic interpretations related to autopsies. A
3. A pathologist prepares a diagnostic report of each autopsy performed. A
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Standard QSA.03.02.01
Refrigeration is available for the storage and preservation of cadavers.
Rationale for QSA.03.02.01

Laboratories located in facilities that manage the disposition of cadavers provide for storage. Refrigeration for cadavers can be
provided within the organization or at a facility close to the organization (for example, a mortuary).

Elements of Performance for QSA.03.02.01

1. The organization provides for refrigeration for cadaver storage and preservation. A
Standard QSA.03.03.01
Clinical autopsy results performed within or outside the orga
Note: This standard does not apply to autopsies conducted for forensic purposes only.

Elements of Performance for QSA.03.03.01
1. When a clinical autopsy is performed, provisional anatomic diagnoses are recorded in the patient's clinical record within three A
days.
2. When a clinical autopsy is performed, the results (including a gross, microscopic, and final diagnostic report) are included in the A

patient's clinical record within 60 days of the autopsy unless exceptions for special studies (for example, chromosome analysis)
are established in writing by the clinical staff.
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Standard QSA.04.01.01

The laboratory tests chemical and biological solutions, reagents, and antisera used in bacteriology, mycobacteriology, and mycology
for reactivity and deterioration.

Elements of Performance for QSA.04.01.01

1. The laboratory tests and inspects chemical and biological solutions, reagents, and antisera used for identification of bacteria, A
mycobacteria, and fungi for deterioration.

2. @ The laboratory uses a positive and, as appropriate, a negative control material for each qualitative procedure in bacteriology, A
mycobacteriology, and mycology, at a frequency consistent v
stringent, unless the laboratory demonstrates satisfactory performance that would qualify the laboratory to perform streamlined
quality control. The quality control results are documented.

Note 1: Streamlined quality control is applicable only for commercial microbial identification systems (MIS) and follow the Clinical
and Laboratory Standards Institute (CLSI) document, "Quality Control for Commercial Microbial Identification Systems Approved
Guideline," M50-A.

Note 2: A negative control is not required for the mycology germ tube test.

3. @ The laboratory uses a positive control material with graded reactivity for procedures that produce graded results in bacteriology, A
mycobacteriology, and mycology, at a frequency consistent v
stringent. The quality control results are documented.

4, @ The laboratory performs quality controls on biochemical panels at least once prior to or concurrent with patient testing for each C
new batch, |l ot, or shipment, and at a frequency that meets

results are documented.

5. @ The laboratory performs quality controls each day the procedure is performed for deoxyribonucleic acid (DNA) probes, camp C
tests, and beta-lactamase methods other than the Cefinase brand method. The quality control results are documented.
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'Il' 6. @ The laboratory performs quality controls each time a new batch, shipment, and lot number are prepared or opened and every six C
mont hs thereafter or at a frequency consistent with | aborat
following:

- Bacitracin
- Catalase

- Coagulase plasma

- The Cefinase brand method

- Germ tube

- ONPG

- Optochin

- Oxidase

- Spot indole

- X, V, and XV factor discs or strips

- Yeast morphology media

The quality control results are documented.

'|I|' 7. @ The laboratory performs quality controls for typing sera when prepared or opened and every six months thereafter or at a C
frequency consistent with | aboratory policy or the manufact
documented.
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Standard QSA.04.02.01

The laboratory verifies antibacterial, antimycobacterial, and antifungal susceptibility testing systems with approved reference

organisms.

1. D

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ’i indicates
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Elements of Performance for QSA.04.02.01

Prior to reporting patient results, the laboratory performs quality control testing using approved reference organisms for each lot
or shipment of antibacterial, antimycobacterial, and antifungal susceptibility testing agents. The quality control results are
documented.

Footnote: A complete description of the requirements for antimicrobial susceptibility testing, including acceptable quality control
limits, can be located in the Centers for Medicare & Medicaid Services (CMS) Operations Manual, Appendix C, available at
http://www.cms.hhs.gov/clia/03_Interpretive_Guidelines_for_Laboratories.asp#TopOfPage.

The laboratory performs antibacterial and antifungal susceptibility quality control testing each day the procedure is performed
unless the laboratory demonstrates satisfactory performance that would qualify the laboratory to perform quality control testing on
a weekly basis. The quality control results are documented.

Note: To qualify for weekly quality control, the laboratory documents that control strains were tested for a minimum of 20 to 30
consecutive test days for each antimicrobial agent/organism combination. No more than 1 out of 20 or 3 out of 30 results for each
antimicrobial agent/organism combination may be outside the acceptable range.

To sustain weekly quality control testing, for each nonobvious error, the laboratory retests the out-of-control antimicrobial
agent/organism combination on the day the error occurred and performs daily quality control for a total of 5 consecutive patient
test days. The activities are documented.

Note: If quality control is not sustained for a total of 5 days, then to requalify for weekly quality control, the laboratory documents
that control strains were tested for a minimum of 20 to 30 consecutive test days for each antimicrobial agent/organism
combination. No more than 1 out of 20 or 3 out of 30 results for each antimicrobial agent/organism combination may be outside
the acceptable range.

The laboratory performs antimycobacterial susceptibility quality control testing on a weekly basis. The quality control results are
documented.
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Standard QSA.04.03.01

The laboratory uses quality controls to test stains in bacteriology, mycobacteriology, and mycology.

Elements of Performance for QSA.04.03.01

1. @ The laboratory tests staining procedures for intended reactivity by using smears of microorganisms with predictable staining A
characteristics. The reactivity is documented.

2. @ The laboratory performs quality control testing on stains at the following frequencies: With each new lot number and weekly for C
Gram stains. The quality control results are documented.

3. @ The laboratory performs quality control testing on stains at the following frequencies: Concurrent with each staining procedure for C
staff who do not routinely perform Gram stains (for example, staff on call). The quality control results are documented.

4, @ The laboratory performs quality control testing on stains at the following frequencies: Each day of use for nonfluorochrome acid- C
fast stains and special stains (for example, spore, capsule, flagella). The quality control results are documented.

e 8 8 8

5. @ The laboratory performs quality control testing on stains at the following frequencies: Each time of use for fluorochrome acid-fast C
and other fluorescent stains. The quality control results are documented.

Page 123 of 193

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ,j_\ indicates Pre-Publication Version
direct impact requirements apply; (J[) indicates Measure of Success if needed; (D) indicates that documentation is required © 2009 The Joint Commission on

Accreditation of Healthcare Organizations



Accreditation Program: Laboratory

Chapter: Quality System Assessment for Nonwaived Testing

Standard QSA.04.04.01

The laboratory tests each type of microbiological culture media with selected organisms to confirm the required growth characteristics.
Footnote: One source to determine specific organism recommendations is the current Quality Control for Commercially Prepared
Microbiological Culture Media (Clinical and Laboratory Standards Institute (CLSI) M22).

Elements of Performance for QSA.04.04.01

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ’i indicates
direct impact requirements apply; {I} indicates Measure of Success if needed; @ indicates that documentation is required

the optimal temperature and atmospheric conditions (for example, aerobic, anaerobic, increased carbon dioxide conditions,
temperature) for the recovery of the intended organisms.

1. The laboratory has access to nationally accepted protocols for testing microbiological culture media, whether tests are performed A
by the user or preparer.
2. @ The laboratory documents its receipt of each microbiological culture media shipment and the condition of the following: A
- Cracks in the Petri dishes
- Unequal filling of plates
- Cracked media
- Hemolysis
- Freezing
- Excessive number of bubbles
- Contamination
3. @ Either the laboratory or the preparer performs quality control testing on new batches of microbiological culture media, including A
sterility testing, using recommended organisms before or concurrently with the use of new batches of media. The quality control
results are documented.
4. @ The laboratory maintains documentation of microbiological culture media quality control results performed by the manufacturer if A
the laboratory does not retest before use.
5. @ The laboratory performs quality control testing on each batch, lot number, and shipment of specialized microbiological culture A
media with a relatively high failure rate for identifying fastidious organisms. The quality control results are documented.
Footnote: One source to determine failure rates is the current Quality Control for Commercially Prepared Microbiological Culture
Media (CLSI M22). Refer to Table 1B for the current nonexempt listing.
6. @ The laboratory reports deterioration in the microbiological culture media to the manufacturer. This report is documented. A
Standard QSA.04.05.01
If the laboratory incubates cultures in bacteriology, mycobacteriology, and mycology, it uses incubating equipment that supports
optimal growth for the recovery of organisms.
Elements of Performance for QSA.04.05.01
1. If the laboratory incubates cultures in bacteriology, mycobacteriology, and mycology, it uses incubating equipment that supports A
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Standard QSA.05.01.01

The laboratory has written policies and procedures for the blood transfusion service.

Elements of Performance for QSA.05.01.01

1. (D

2.
3

4:@

5.

The laboratory has written policies and procedures for the blood transfusion service that are consistent with AABB standards.
The policies and procedures for the blood transfusion service are current and are revised whenever standards of practice change.
The policies and procedures for the blood transfusion service are available to staff involved in transfusion services.

The blood transfusion service director or an individual qualified as a technical supervisor in immunohematology conducts an
annual review of the policies and procedures of the blood transfusion service. The annual review is documented.

Note: A designee is not permitted to conduct this review.

Footnote: Qualifications for a technical supervisor in immunohematology are described in the Clinical Laboratory Improvement
Amendments of 1988 (CLI A 688) under Subpart M: "Personnel
description of the requirement is located at http://wwwn.cdc.gov/clia/regs/toc.aspx.

The laboratory follows its policies and procedures for the blood transfusion service.

f

> > » >

Standard QSA.05.02.01

The laboratory has written policies and procedures related to blood donation.

1. (D

2.

© © N o g >~ ®

10.

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ’i indicates
direct impact requirements apply; {I} indicates Measure of Success if needed; @ indicates that documentation is required

Elements of Performance for QSA.05.02.01
The laboratory has written policies and procedures for blood donation that are consistent with AABB standards.

The policies and procedures for blood donation include criteria for donor screening.
Footnote: Criteria are described in AABB Standard Table 5.4.1A, "Requirements for Allogeneic Donor Qualifications."

The policies and procedures for blood donation address phlebotomy and testing.

The policies and procedures for blood donation address quality control testing and maintenance.

The laboratory performs a history and physical examination of the blood donor.

The laboratory makes emergency medical care available at all times while blood is being drawn from donors.
The laboratory follows its policies and procedures for blood donation.

The laboratory provides the equipment and staff to obtain donor blood.

The laboratory maintains a current list of available donors.

The laboratory retains indefinitely the testing records for blood donors who are permanently deferred.

> B

>

> >» > > > > > >
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Standard QSA.05.03.01
The laboratory safely collects, stores, handles, processes, tests, and labels blood or blood components.

Elements of Performance for QSA.05.03.01

1. @ The laboratory has written policies and procedures that address blood donor collection, including handling, processing, testing, A
dating, labeling, storing, and distributing, according to standards of practice.
Note: Standards of practice can include the specifications of the U.S. Food and Drug Administration (FDA) or the AABB.

2. The policies and procedures for blood donor collection address the making of blood components. A
The laboratory tests a sample from each blood donation for ABO, RH typing, and antibody screening. A
4, The laboratory tests a sample from each blood donation for infectious agents as specified by the U.S. Food and Drug _,-i\ A

Administration (FDA).
Footnote: A list of the tests required by the FDA for blood donations is located at
http://www.fda.gov/opacom/factsheets/justthefacts/15blood.html.

5. The laboratory does not use blood or blood components if its tested sample for an infectious agent is reactive. A

6. @ The laboratory complies with U.S. Food and Drug Administration (FDA) specifications for donor blood labels. _& A
Footnote: AABB Standard 5.1.6.3 details the requirements for blood and blood component labels.

7. The laboratory follows its policies and procedures for blood donor collection. A
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Standard QSA.05.04.01

If blood or blood components have been administered that are potentially infected with human immunodeficiency virus (HIV), the
laboratory identifies recipients and informs them of the risk of infection.

Elements of Performance for QSA.05.04.01

1. Blood suppliers notify the transfusing facility of receipt of units from blood donors subsequently confirmed as positive for human _,-i\ A
immunodeficiency virus (HIV).

2. @ The laboratory has written procedures for the notification of blood recipients of potential human immunodeficiency virus (HIV) A
infection.

3. The | aboratoryés human i mmunodeficiency virus (HIV) procedt A
notify the blood recipientds attending |icensed independent
infection and ask him or her to inform the recipient or, as needed, another authorized person of the need for HIV testing and
counseling.

4, The | aboratoryés human i mmunodeficiency virus (HIV) procedt A

notify the blood recipient or, as needed, another authorized person, of the potential for HIV infection and to inform him or her of

the need for HIV testing and counseling, if the physician is unavailable or declines to notify the recipient.

5. The | aboratoryés human i mmunodeficiency virus (HIV)

notify the blood recipient of the potential for HIV infection, including whether the recipient was located.

procedtlt A

Note: Federal guidelines require that at least three naotification attempts to contact the recipient occur within eight weeks of

testing.

6. The | aboratorydéds human i mmunodeficiency virus (HIV) procedtlt A
of records related to recipient health and donor suitability.

7. The laboratory follows its procedures for notification of blood recipients of potential human immunodeficiency virus (HIV) A

infection.

KEY: A indicates scoring category A; C indicates scoring category C; A indicates situational decision rules apply; ’i indicates
direct impact requirements apply; {I} indicates Measure of Success if needed; @ indicates that documentation is required
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