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ABSTRACT

OBJECTIVE

To evaluate the evidence upon which standards for
hospital accreditation by The Joint Commission on
Accreditation of Healthcare Organizations (the Joint
Commission) are based.
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PARTICIPANTS

Four Joint Commission R3 (requirement, rationale, and
reference) reports released by July 2018 and intended
to become effective between 1 July 2018 and 1 July
2019.

INTERVENTIONS

From each R3 report the associated standard and

its specific elements of performance (or actionable
standards) were extracted. If an actionable standard
enumerated multiple requirements, these were
separated into distinct components. Two investigators
reviewed full text references, and each actionable
standard was classified as either completely
supported, partly supported, or not supported;
Oxford evidence quality ratings were assigned; and
the Grading of Recommendations, Assessment,
Development, and Evaluation (GRADE) was used to
assess the strength of recommendations.

MAIN OUTCOME MEASURE
Strengths of recommendation for actionable
standards.
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WHAT IS ALREADY KNOWN ON THIS TOPIC

In the US, the Joint Commission on Accreditation of Healthcare Organizations
mandates standards for safety in hospitals and other healthcare facilities

For each actionable standard, The Joint Commission provides a rationale,
including supporting references

No study has systematically assessed the evidentiary basis underlying The Joint
Commission’s actionable standards

WHAT THIS STUDY ADDS

Based on documents published by The Joint Commission in 2018 and 2019,
six of 20 (30%) actionable standards were directly supported by the references
provided, with most being assigned strength of recommendation GRADE D

The remaining actionable standards were either only partly supported (6/20,
30%), or not supported (8/20, 40%) suggesting that actionable standards
recently issued by The Joint Commission are seldom supported by high quality
data referenced in the issuing documents

The Joint Commission might consider being more transparent about its
assessment of evidence, including providing more complete and convincing
evidence for new standards, or explaining why lower level evidence might be
sufficient in particular instances
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RESULTS

20 actionable standards with 76 distinct components
were accompanied by 48 references. Of the 20
actionable standards, six (30%) were completely
supported by cited references, six were partly
supported (30%), and eight (40%) were not
supported. Of the six directly supported actionable
standards, one (17%) cited at least one reference of
level 1 or 2 evidence, none cited at least one reference
of level 3 evidence, and five (83%) cited references
of level 4 or 5 evidence. Of the completely supported
actionable standards, strength of recommendation in
five was deemed GRADE D and in one was GRADE B.

CONCLUSIONS

In general, recent actionable standards issued by
The Joint Commission are seldom supported by

high quality data referenced within the issuing
documents. The Joint Commission might consider
being more transparent about the quality of evidence
and underlying rationale supporting each of its
recommendations, including clarifying when and why
in certain instances it determines that lower level
evidence is sufficient.

Introduction

The Joint Commission on Accreditation of Healthcare
Organizations is a national body that accredits and
evaluates more than 22000 facilities in the United
States, including hospitals, behavioral health centers,
nursing homes, home health services, ambulatory care
centers, and other healthcare organizations across the
United States.' ? Its mission is to promote patient safety
and improve quality of healthcare organizations by
enforcing compliance with various performance based
standards.’

Although accreditation by The Joint Commission
is voluntary, meeting mandated standards deems
healthcare organizations eligible to receive federal
reimbursement from the Centers for Medicare and
Medicaid Services.* Many states also include The Joint
Commission standards in their hospital licensure
requirements.® Failure to meet the standards therefore
could potentially disqualify a hospital from receiving
millions of dollars annually in federal funding and
could even lead to suspension or revocation of its state
license.?

In recent years, advisory and regulatory bodies have
increasingly accepted that the evidence underlying
recommendations in clinical practice guidelines
should be conveyed. In 2011 the US Institute of
Medicine published a guidance document for the
development of trustworthy, evidence based guidelines
in which it recommended that organizations producing
guidelines provide clear, transparent explanations of
the reasoning supporting their published standards.®
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Specifically, the Institute of Medicine recommended
the inclusion of a discussion of expected benefits and
harms; a summary of the available evidence, including
its quality, completeness, and consistency, as well
as any relevant evidence gaps; and details about the
influence of other types of information, such as values,
opinion, theory, and clinical experience, that might
have influenced the recommendations. This would
culminate in a rating of the level of confidence in the
supporting evidence and also a rating of the strength
of recommendation associated with guidelines or
standards. Since the publication of the Institute
of Medicine guidance, the US Preventive Services
Taskforce has published standards for guideline
development that accepts the Institute of Medicine’s
guidance as the basis for establishing evidence
foundations for its own recommendations.’

Clinical practice guidelines are not standards.
Both the Institute of Medicine and the US
Preventive Services Taskforce focus on clinical
practice guidelines. A guideline recommendation
is a suggestion based on evidence. An actionable
standard, such as that implemented by The Joint
Commission, is a requirement, not a suggestion.
Arguably, the level of evidence and transparency
should be greater moving along this continuum,
from clinical practice guidelines to standards. Given
that The Joint Commission accreditation is a deemed
authority for federal certification and is therefore a
de facto national standard, it is reasonable to expect
that the evidentiary basis underlying the development
of The Joint Commission’s standards meet and exceed
the evidentiary basis considered appropriate for mere
clinical practice guidelines.® Between July 2018 and
June 2020 we evaluated the quality of the evidence on
which The Joint Commission standards are based and
the extent to which discussion of this information is
transparent and available.

Methods
Definitions of The Joint Commission’s terminology
Standards—The Joint Commission standards guide
the evaluation of safety and assurance of quality of
care and are the basis of its accreditation process.
Standards according to The Joint Commission are
broad thematic areas requiring oversight. Examples
include pain assessment and pain management,
identifiers for newborns, and assessment of infection
in the perinatal period.”**> Developed in response to
emerging safety and quality concerns, standards and
their subsections are drafted with stakeholder input
and then distributed nationally for field review.’ After
review, executive leadership of The Joint Commission
might revise the standards before publication and
implementation.” Manuals describing all standards
are distributed to accredited institutions and can also
be purchased.” ® ' The Joint Commission currently
maintains more than 250 standards, and it regularly
updates these with variable frequency.

Elements of performance (actionable standards)—
Element of performance is The Joint Commission term
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for an actionable standard on which basis healthcare
organizations are evaluated. Although the term
standard is used to denote general thematic areas for
compliance, specific actionable standards (elements
of performance) within these broad categories are the
activities assessed by site reviewers and are used to
score compliance with regulations.

R3 reports—R3 refers to requirement, rationale,
and reference. R3 reports are The Joint Commission’s
documents that announce and describe new or revised
standards, provide the background underlying these
standards, and list literature citations on which each
standard’s specific elements of performance (actionable
standards) are based. R3 reports are distributed to The
Joint Commission accredited healthcare organizations
and are also made publicly available on its website.®

Selection criteria

We included all R3 reports released by July 2018 and
intended to become effective between 1 July 2018
and 1 July 2019 and excluded standards outside this
timeframe, as well as duplicate standards. Actionable
standards that cited the same literature and therefore
had similar levels of support were also excluded.
Within each group of similar actionable standards,
we used the actionable standard that had the highest
degree of support and strongest level of evidence for
this analysis.

Data extraction

From each R3 report we extracted each associated
standard as well as its specific actionable standards.
If an actionable standard seemed to enumerate
multiple requirements (eg, need for multiple
diagnostic tests, roles of different types of providers,
or for different classes of patients), two reviewers (SI,
KR) used qualitative research methods to separate
these actionable standards into distinct components
(supplementary table 1). Specifically, any actionable
standard that described multiple actions or multiple
agents responsible for adhering to the actionable
standard was divided so that a combination of only
one action and one agent were included in each
requirement.

Support provided by cited references

Two investigators (SI, KR) independently reviewed
the references cited in each actionable standard
and classified the degree to which each reference
supported the corresponding distinct component as
one of: completely supported (the reference literally or
substantially affirmed the distinct component); partly
supported (the reference addressed the same general
topic as the distinct component but did not literally
or substantially affirm the distinct component—for
example, if a distinct component required testing of
mothers for HIV and the reference was related to HIV
in pregnant women but did not mention testing, the
reference was classified as partly supports); or no
support (the reference contained no language, explicit
or implied, to support the distinct component). The
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category for partly supported actionable standard
was subjective but considered necessary so as to
avoid minimizing the utility of relevant references
by excluding those at least somewhat relevant. The
investigators were blinded to each other’s preliminary
ratings. To improve reliability, the investigators
completed their ratings using a standardized checklist,
adapted from the Centre for Evidence-Based Medicine
Critical Appraisal Tools (supplementary table 2).
A third rater (MA) resolved discrepancies, with the
highest level of support (ie, rounding up) reported by
at least two raters selected.

If the distinct components within an actionable
standard were totally supported by the references,
then the actionable standard was considered
completely supported. If at least one distinct
component was supported by the references, then the
actionable standard was considered partly supported.
If none of the distinct components were supported
by the references, then the actionable standard was
considered not supported.

Level of evidence for cited references
We assigned a level of evidence to each reference
using the Oxford Centre for Evidence-Based Medicine
scheme.'” This tool is commonly used to appraise
evidence based reviews and clinical practice
guidelines and was chosen because, unlike other
rating schemes, it permits a higher level of evidence
for some observational studies.®

We modified the tool using two methods. First,
if a reference was a clinical practice guideline, we
evaluated the recommendation’s level of evidence
within the guideline rather than the guideline as a
whole. We did this because although guidelines are
collectively considered expert opinion, some guideline
recommendations might be supported by high level
evidence and others might be based solely on lower
level evidence, such as expert opinion. Second, we
assigned cross sectional studies—which are not well
specified in the Oxford tool—an evidence level of 4.

Two investigators (SI, KR) independently assigned a
level of evidence to each reference. A third investigator
(MA) resolved discrepancies.

Assessment of overall strength of recommendations
We wused a modified GRADE (Grading of
Recommendations, Assessment, Development, and
Evaluation) approach to assess the strength of the
actionable standards, accounting for the quality of
each supporting reference.’® Two investigators (SI,
KR) independently assigned a GRADE rating to each
actionable standard; discrepancies were resolved by
using the evaluation of a third investigator (MA).

Statistical analysis

Data were extracted and saved in Microsoft Excel.
Analyses were carried out in Excel and verified
in R (version 4.1.0). Descriptive statistics were
calculated on the actionable standards, and their
distinct components reviewed, including counts
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and percentages. We used unweighted Cohen’s [
statistics to evaluate interrater reliability of reviewers’
assessments of the level of evidence and degree of
support.?°

Patient and public involvement

Speaking to patients inspired this review. Although
no patients or members of the public were directly
involved in this paper owing to the methodological
focus on assessing quality of evidence, we did speak
to patients about the study, and we asked a member of
the public to read our manuscript.

Results

Four of the five R3 reports issued by July 2018 were
included (fig 1). One report was excluded as it was a
duplicate for implementation in a different clinical
care setting. One report each was developed for use in
ambulatory care settings, obstetrics services, newborn
patient services, and critical access hospitals. For a
total of 23 actionable standards, each report contained
between one and 19 (median 7) actionable standards.
The actionable standards element of performance
14 and element of performance 15 were excluded
because they addressed similar clinical care decisions
and contained similar reference lists to element of
performance 16. In addition, element of performance
6 (identifier PC.01.02.07) was excluded owing to its
similarity to element of performance 7 (LD.04.03.13).
As a result, 20 actionable standards were included in
the final analysis.

We separated the 20 actionable standards into
76 distinct components. Across the 76 components,
48 references were cited. One distinct component
was excluded from subsequent analyses because
no references were cited. One reference was a poster
presentation and was not publicly accessible and was
therefore excluded from this analysis.

Each distinct component analyzed cited between
one and 10 references (median 2, interquartile range
1.0-2.5). Of the 75 distinct components, 68% (n=51)
were supported by at least one reference, 31% (n=23)
were partly supported by at least one reference, and
17% (n=13) were not supported by references. The
interrater reliability for the two raters was substantial
(0=0.77, 95% confidence interval 0.70 to 0.83;
P<0.001). Of the 244 assessments for degree of support
of a reference, the primary reviewers disagreed in 36
instances (15%). Thirty (83%) of these adjudications
resulted in rounding up.

Of the 47 references evaluated, most were low
quality and were classified as evidence level 4 or 5
(n=34, 72%) (table 1). Among the distinct components
directly supported by one or more references, 51%
(26/51) were supported exclusively by references
with evidence quality ratings of 5. Seven of the 19
actionable standards (37%) that cited references were
directly supported only by narrative reviews, opinion
based references, or book excerpts. Fewer than 30%
of references were of evidence quality 1 or 2 (12/47
references), and only 13 of 51 distinct components
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Fig 1 | Flowchart showing total number of The Joint Commission on Accreditation of Healthcare Organizations R3 (requirement, rationale, and
reference) reports, actionable standards, and distinct components of actionable standards analyzed, and number of distinct components that were

completely, partly, or not supported by the evidence

(25%) were directly supported by such evidence (ie,
systematic reviews of randomized controlled trials or
other high quality studies). The interrater reliability
for the two raters was substantial (0=0.73, 95%
confidence interval 0.66 to 0.81; P<0.001). Of the 51
unique assessments for level of evidence of a reference
as it pertained to a distinct component, the primary
reviewers disagreed in 11 instances (22%). Six (55%)
of these adjudications resulted in rounding up.

Of 20 actionable standards, six (30%) were
completely supported by references, six were partly
supported (30%), and eight (40%) were not supported
(table 2). Of the six completely supported actionable
standards, one (17%) cited at least one reference of
level 1 or 2 evidence, none cited at least one reference
of level 3 evidence, and five (83%) cited references of
level 4 or 5 evidence. Strength of recommendation of
the completely supported actionable standards was
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Table 1 | Level of evidence associated with actionable standards

Actionable standards

PC.01.02.01, New EP 16: For critical access hospitals that provide obstetric services: if the mother tests positive for HIV,
hepatitis B, group B streptococcus, or syphilis when tested in labor and during delivery, that information is also documented

References in R3 report  Quality of evidence*

40, 41, 42, 43, 44, 45, 5,5,5,5,5,4,2¢,5,

in the newborn’s medical record after delivery IBORSES el
LD.04.03.13, EP 1: The organization has a leader or leadership team that is responsible for pain management and opioid 50, 51 5 b
prescribing and developing and monitoring performance improvement activities ’ ’
LD.04.03.13, EP 3: The organization provides staff and licensed independent practitioners with educational resources to

improve pain assessment, pain management, and the safe use of opioid drugs based on the identified needs of its patient 52, 53 1a, 2b
population

LD.04.03.13, EP 4: The organization provides information to staff and licensed independent practitioners on available 54 55 5 5
services for consultation and referral of patients with complex pain management needs ’ ’
LD.04.03.13, EP 6: The organization facilitates practitioner and pharmacist access to the Prescription Drug Monitoring 56,57 5.5

Program databases

PC.01.02.07, EP 1: The organization has defined criteria to screen, assess, and reassess pain that are consistent with the

patient’s age, condition, and ability to understand 58,59, 60, 61,62 28,25,
PC.01.02.07, EP 3: The organization treats the patient’s pain or refers the patient for treatment 54,63, 64 3a, 4,5
PC.01.02.07, EP 4: The organization develops a pain treatment plan based on evidence based practices and the patient’s

- . . . ; 54,60, 65, 66 3a,5,5,5
clinical condition, medical history, and pain management goals
PC.01.02.07, EP 5: The organization involves patients in the pain management treatment planning process through the
following: developing realistic expectations and measurable goals that are understood by the patient for the degree, 67 4

duration, and reduction of pain; discussing the objectives used to evaluate treatment progress; providing education on pain

management, treatment options, and safe use of opioid and non-opioid drugs when prescribed

PC.01.02.07, EP 7: Based on the patient’s condition, the organization reassesses and responds to the patient’s pain
through: evaluation and documentation of responses to pain interventions; progress toward pain management goals, 60, 62 5,5
including functional ability; side effects of treatment; risk factors for adverse events caused by the treatment

PC.01.02.07, EP 8: The organization educates the patient and family on discharge plans related to pain management

including the following: pain management plan of care; side effects of pain management treatment; if applicable, activities
of daily living, including the home environment, that might exacerbate pain or reduce effectiveness of the pain management

68 4

plan of care, as well as strategies to address these issues; safe use, storage, and disposal of opioids when prescribed

P1.02.01.01, EP 19: The organization monitors the use of opioids to determine if they are being prescribed safely 69,70 5,4

NPSG.01.01.01, EP 3: For newborn patients: use distinct methods of identification for newborn patients

71,72,73,74,75,76 2b,NA, 5,4, 5, 4

LD.04.03.13, EP 2: The critical access hospital provides non-drug pain treatment modalities

54,77,78,79, 80,81 1a, 2b, 1a, 5, 5, 2b

LD.04.03.13, EP 7: Critical access hospital leadership works with its clinical staff to identify and acquire the equipment

) . S - 82,83, 84 33,5, 2a
needed to monitor patients who are at high risk for adverse outcomes from opioid treatment
MS.05.01.01, EP 18: The medical staff is actively involved in pain assessment, pain management, and safe opioid
prescribing through the following: participating in the establishment of protocols and quality metrics; reviewing performance 50 5
improvement data
PC.01.02.07, EP 2: The critical access hospital screens patients for pain during emergency department visits and at the time 62 5
of admission
LD.04.03.13, EP 5: The critical access hospital identifies opioid treatment programs that can be used for patient referrals No references were listed
PI.01.01.01, EP 40: The critical access hospital collects data on pain assessment and pain management including types of 85 5
interventions and effectiveness
P1.02.01.01, EP 18: The critical access hospital analyzes data collected on pain assessment and pain management to 86. 87 5 2¢

identify areas that need change to increase safety and quality for patients

R3=requirement, rationale, and reference; EP=element of performance.
Evidence level of 1 indicates high level of evidence, and 5 indicates lowest level of evidence—specifically, individual randomized controlled trial with narrow confidence interval, systematic
review with homogeneity of randomized controlled trials; well designed controlled trial without randomization, prospective comparative cohort trial, systematic review with homogeneity of cohort
studies; systematic review with homogeneity of level 3 and better studies, case-control study, retrospective cohort study; case series with or without intervention, cross sectional study, poor
quality cohort and case-control studies; expert opinion without explicit critical appraisal, case reports.*’
*|f a reference was a clinical practice guideline, level of evidence was evaluated for the recommendation within the guideline, rather than the guideline as a whole.

GRADE B in one and GRADE D in five (table 3). Of
the six actionable standards only partly supported,
two (33%) cited at least one reference of level 1 or 2
evidence, one (17%) cited level 3 evidence, and three
(50%) exclusively cited references of level 4 or 5.
Strength of recommendation of the partly supported
actionable standards was GRADE C in three (50%) and
GRADE D in three (50%).

Discussion

In general, when the Joint Commission on
Accreditation of Healthcare Organizations implements
new actionable standards for healthcare organizations,
it often provides few references and little evidence
in support of these standards in documents that are
publicly available. When evidence is cited, it is often
of low level or only partly supports the new actionable
standards. As a consequence, it is unclear whether

thelbmj | BMJ2022;377:¢063064 | doi: 10.1136/bmj-2020-063064

implementation of new actionable standards from
The Joint Commission would likely improve safety or
quality outcomes. Although The Joint Commission
may have rationales that are not conveyed in its thinly
referenced public documents, greater transparency
about such additional reasonings as well as more
complete reference lists may further strengthen
confidence in the recommendations. Finally, if in some
instances The Joint Commission believes evidence may
not be required to support an actionable standard,
then explicitly mentioning this, and explaining the
rationale, could provide convincing justification in
place of evidence.

Comparison with other studies

Although research on the detrimental effects of
standards that are insufficiently supported by
evidence is limited, there is a body of research on the
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Table 2 | Extent of direct support from references for actionable standards

No of distinct

Extent of support from

Actionable standards components references
PI1.02.01.01, EP 19: The organization monitors the use of opioids to determine if they are being prescribed safely 1 Directly supported
EI.Ol.Ol.AOl, EP 40: The.crltlcal access hospital collects data on pain assessment and pain management, including types of 5 e
interventions and effectiveness
PC.01.02.07, EP 7: Based on the patient’s condition, the organization reassesses and responds to the patient’s pain through the
following: evaluation and documentation of responses to pain interventions; progress toward pain management goals, including 7 Directly supported
functional ability
PC.Oll.Q2.07, EP 2: The critical access hospital screens patients for pain during emergency department visits and at the time of 5 Birecilyslnparied
admission
LD.04.03.13, EP 6: The organization facilitates practitioner and pharmacist access to the Prescription Drug Monitoring Program 5 Directly supported
databases
LD.04.03.13, EP 2: The critical access hospital provides non-drug pain treatment modalities 1 Directly supported
PC.01.02.07, EP 5: The organization involves patients in the pain management treatment planning process through the following:
developing realistic expectations and measurable goals that are understood by the patient for the degree, duration, and reduction
e . o L . A 10 Partly supported
of pain; discussing the objectives used to evaluate treatment progress; providing education on pain management, treatment
options, and safe use of opioid and non-opioid drugs when prescribed
PC.01.02.07, EP 4: The organization develops a pain treatment plan based on evidence based practices and the patient’s clinical
" ) ) ; 4 Partly supported
condition, medical history, and pain management goals
MS.05.01.01, EP 18: The medical staff is actively involved in pain assessment, pain management, and safe opioid prescribing
through the following: participating in the establishment of protocols and quality metrics; reviewing performance improvement 6 Partly supported
data
LD.04.03.13, EP 4: The organization provides information to staff and licensed independent practitioners on available services for
; . . : 4 Partly supported
consultation and referral of patients with complex pain management needs
LD.04.03.13, EP 3: The organization provides staff and licensed independent practitioners with educational resources to improve 5 Partly subported
pain assessment, pain management, and the safe use of opioid drugs based on the identified needs of its patient population Y supp
LD.04.03.13, EP 1: The organization has a leader or leadership team that is responsible for pain management and opioid
o : o ; A 4 Partly supported
prescribing and developing and monitoring performance improvement activities
PC.01.02.07, EP 8: The organization educates the patient and family on discharge plans related to pain management, including
the following: pain management plan of care; side effects of pain management treatment; if applicable, activities of daily living,
) ) ) ) ) ; B 11 Not supported
including the home environment, that might exacerbate pain or reduce effectiveness of the pain management plan of care, as well
as strategies to address these issues; safe use, storage, and disposal of opioids when prescribed
PC.01.02.07, EP 3: The organization treats the patient’s pain or refers the patient for treatment 2 Not supported
PC.01.02.07, EP 1: The organization has defined criteria to screen, assess, and reassess pain that are consistent with the patient’s
o " 5 Not supported
age, condition, and ability to understand
NPSG.01.01.01, EP 3: For newborn patients: Use distinct methods of identification for newborn patients 1 Not supported
PC.01.02.01, New EP 16: For critical access hospitals that provide obstetric services: if the mother tests positive for HIV, hepatitis
B, group B streptococcus, or syphilis when tested in labor and during delivery, that information is also documented in the 4 Not supported
newborn’s medical record after delivery
LD.04.03.13, EP 7: Critical access hospital leadership works with its clinical staff to identify and acquire the equipment needed to
. : o L 2 Not supported
monitor patients who are at high risk for adverse outcomes from opioid treatment
LD.04.03.13, EP 5: The critical access hospital identifies opioid treatment programs that can be used for patient referrals 1 Not supported
PI.02.01.01, EP 18: The critical access hospital analyzes data collected on pain assessment and pain management to identify
A ) ’ 2 Not supported
areas that need change to increase safety and quality for patients
EP=element of performance.
possible harms from clinical practice guidelines that Even if enforcement of recommendations

are inadequately supported. Despite standards being
requirements and guidelines being recommendations,
it is reasonable to expect standards to be at least as
well supported as guidelines.

A body of research confirms the potentially
deleterious effects of unsubstantiated, low quality
recommendations in clinical practice guidelines on
patient care. A review of articles published in a high
impact journal found that over a span of 10 years,
medical practice was reversed in 146 cases after the
publication of one or more higher quality trials refuted
the intended goal of a recommended practice, or found
that benefits were outweighed by potential harms.??
However, once practices have been implemented, albeit
with lower level evidence, reversal can be difficult.?! To
avoid implementation of unwarranted practices and
delay in their reversal, many clinicians and researchers
believe that new guidelines should be adopted only
after the availability of rigorous evidence supporting
effectiveness, affordability, and practicality.*2*

unsupported by evidence does not directly harm
patients, it might lead to regulatory fatigue that
diverts clinicians and facilities from their primary
missions.?! 2>? Efforts to comply could distract workers
from implementing policies that are essential, and
possibly result in patient harm.?” Time and resources
could also be wasted. Fewer recommendations
founded on higher quality evidence may help alleviate
regulatory fatigue and improve patient outcomes.>* >°

This study detected several types of evidentiary
problems. In some cases, The Joint Commission
may have created overly broad standards that go
beyond the evidence, with this possibly based on
internal considerations that are not made clear. In
other instances, the supporting literature appears
to be tangentially or minimally relevant. This latter
problem may be attributable to lack of attention or
the unavailability of relevant evidence—although
at least in some cases relevant citations might have
been inadvertently overlooked. For example, during
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Table 3 | Strength of recommendation for actionable standards

Actionable standards

GRADE strength of
recommendation

LD.04.03.13, EP 2: The critical access hospital provides non-drug pain treatment modalities

B

PC.01.02.07, EP 4: The organization develops a pain treatment plan based on evidence based practices and the patient’s clinical condition, medical

; A C
history, and pain management goals
PC.01.02.07, EP 3: The organization treats the patient’s pain or refers the patient for treatment C
NPSG.01.01.01, EP 3: For newborn patients: use distinct methods of identification for newborn patients C
LD.04.03.13, EP 7: Critical access hospital leadership works with its clinical staff to identify and acquire the equipment needed to monitor patients who c
are at high risk for adverse outcomes from opioid treatment
LD.04.03.13, EP 3: The organization provides staff and licensed independent practitioners with educational resources to improve pain assessment, pain
management, and the safe use of opioid drugs based on the identified needs of its patient population €
LD.04.03.13 EP 1: The organization has a leader or leadership team that is responsible for pain management and opioid prescribing and developing C
and monitoring performance improvement activities
PI.02.01.01, EP 19: The organization monitors the use of opioids to determine if they are being prescribed safely D
P1.01.01.01, EP 40: The critical access hospital collects data on pain assessment and pain management, including types of interventions and D
effectiveness
PC.01.02.07, EP 8: The organization educates the patient and family on discharge plans related to pain management, including the following: pain
management plan of care; side effects of pain management treatment; if applicable, activities of daily living, including the home environment, that
might exacerbate pain or reduce effectiveness of the pain management plan of care, as well as strategies to address these issues; safe use, storage, and
disposal of opioids when prescribed
PC.01.02.07, EP 7: Based on the patient’s condition, the organization reassesses and responds to the patient’s pain through the following: evaluation D
and documentation of responses to pain interventions; progress toward pain management goals, including functional ability
PC.01.02.07, EP 5: The organization involves patients in the pain management treatment planning process through the following: developing realistic
expectations and measurable goals that are understood by the patient for the degree, duration, and reduction of pain; discussing the objectives used D
to evaluate treatment progress; providing education on pain management, treatment options, and safe use of opioid and non-opioid drugs when
prescribed
PC.01.02.07, EP 2: The critical access hospital screens patients for pain during emergency department visits and at the time of admission D
PC.01.02.07, EP 1: The organization has defined criteria to screen, assess, and reassess pain that are consistent with the patient’s age, condition, and D
ability to understand
PC.01.02.01, New EP 16: For critical access hospitals that provide obstetric services: if the mother tests positive for HIV, hepatitis B, group B D
streptococcus, or syphilis when tested in labor and during delivery, that information is also documented in the newborn’s medical record after delivery
MS.05.01.01, EP 18: The medical staff is actively involved in pain assessment, pain management, and safe opioid prescribing through the following: b
participating in the establishment of protocols and quality metrics; reviewing performance improvement data
1D.04.03.13, EP 6: The organization facilitates practitioner and pharmacist access to the Prescription Drug Monitoring Program databases D
LD.04.03.13, EP 5: The critical access hospital identifies opioid treatment programs that can be used for patient referrals D
D.04.03.13, EP 4: The organization provides information to staff and licensed independent practitioners on available services for consultation and D
referral of patients with complex pain management needs
P1.02.01.01, EP 18: The critical access hospital analyzes data collected on pain assessment and pain management to identify areas that need change to D

increase safety and quality for patients

GRADE=Grading of Recommendations, Assessment, Development, and Evaluation; EP=element of performance.
Aindicates a strong recommendation with high quality evidence, such that further research is very unlikely to change confidence in the estimate of effect; B recommendation is based on

moderate quality evidence, and further research is likely to have an important impact in confidence in the estimate of effect; C recommendation is based on low quality evidence, such that
further research is very likely to change the estimate of effect; D recommendation is based on very low quality evidence, and any estimate of effect is very uncertain.?! The strength of these
recommendations were generated using only the references provided in the R3 report.

the analysis of this study, the authors came across
published high level evidence that was not cited in
support of particular requirements.

Not only can outside observers be confused
about the steps involved in The Joint Commission’s
development process for standards, but in some
cases the lack of transparency of this process might
also be difficult for The Joint Commission to manage
internally, thus resulting in directives that may not be
aligned with patients’ best interests. For illustration,
in 2002 The Joint Commission published measures
requiring clinicians to obtain blood cultures before
administering antibiotics to patients with community
acquired pneumonia. It was subsequently found that
the standards directly opposed the evidence already
established in the literature, and transparency about
the evidence that had informed the recommendations
was minimal.>! Similarly, in 2000 The Joint
Commission produced standards to address the
problem of undertreatment of pain. These standards
were founded on small, low level evidence studies
that suggested a benefit from adhering to these
standards, and subsequent reports of copious adverse
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events related to overtreatment of pain soon began to
emerge.>?

It is possible that literature supporting some
recommendations by The Joint Commission cannot be
found, given the nature and type of recommendation.
In such cases, it would be prudent either to qualify
the recommendation as a suggestion rather than a
requirement or to narrow down the recommendation
so that it can be supported by evidence. Greater
specificity in recommendations and their evidentiary
basis may also motivate increased compliance and
make this more achievable.

Strengths and limitations of this study

This study has several limitations. We only assessed
The Joint Commission R3 reports and only reviewed the
references cited in each report. It is possible that The
Joint Commission did not cite higher quality evidence
that may have been available, including unpublished
internal data. Indeed, each report includes the
disclaimer, “not a complete literature review” so it is
possible that the reports are not heavily referenced,
and that additional supporting documentation or
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expert testimony is not disclosed. However, it seems
unlikely that more appropriate published references
were reviewed by The Joint Commission but were not
included in the R3 reports, as abbreviated or abridged
reference lists tend to include the strongest and most
relevant references. In support of this, each R3 report
includes the statement, “The references provide
evidence that supports the requirement.” To the extent
that The Joint Commission enforces de facto national
standards, transparency in communicating the basis
for new regulations is a reasonable expectation.
So, if more convincing evidence supportive of The
Joint Commission recommendations was available
to the commission but not included in its R3 reports,
The Joint Commission might consider modifying its
practice in the future to share this additional evidence
more fully with stakeholders. Further, if more relevant
evidence exists, then by promptly and clearly sharing
this evidence, The Joint Commission may also garner
more stakeholder support for recommendations and
spur more rapid adoption of recommendations.

Although we focused on assessing evidence in this
study, we concede that evidence might not be required
in all recommendations from The Joint Commission.
In several conditions, evidence may be unnecessary
or unobtainable—for example, when standards are
based on self-evident or widely accepted imperatives
for which acquisition of evidence is exceedingly
difficult. Similarly, standards developed in response
to unanticipated and emerging crises (eg, pandemics)
may be implemented before evidence of their utility
is determined, owing to the urgency of the situation.
Standards may also be designed to prevent rare but
extremely grave adverse outcomes, and because of the
rarity of these adverse outcomes, it might be difficult
to acquire data on the specific utility of the measures.
Finally, standards developed to satisfy particular legal
or regulatory mandates might not require evidence, as
these standards are founded on governmental oversight
authority. While there are thus several scenarios in
which evidence may not be required for standards, it
would, in each such case, be useful for agencies that
set these standards to transparently admit the lack
of supportive evidence and to explain on what basis
these standards were being implemented, given the
absence of evidence. Since even the most seemingly
reasonable recommendations can have unintended
negative consequences or take time and effort away
from more useful activities, a strong argument for
explaining the need for each standard is imperative.’!
Indeed, The Joint Commission does provide a written
rationale for each of its actionable standards, but at
present these explanations do not routinely weigh
the relative impact of evidence versus other bases for
implementing standards.

Other limitations of this study include the choice
to focus only on The Joint Commission standards.
Standards can be used to ensure quality and safety
of care but are not always appropriate for achieving
healthcare safety goals. Sometimes, less directive
standards—or even guidelines—might not be the

RESEARCH

answer. Specifically, quality improvement and
improved patient safety could also require focused
attention on adaptation and resilience in the context
of uncertainty. Although standards work well to guard
against known system vulnerabilities that lead to error,
many uncertain system vulnerabilities and events
might also lead to error. Unwanted events as a result
of uncertainty are more difficult to mitigate because
the causal mechanisms involved are unknown, and
this represents a commonly unaddressed system
safety issue in healthcare.>® In other words, when risk
prevention strategies are well defined and objectively
measurable, as in the case of ensuring proper patient
identification, the implementation of particular
standards may provide clear benefits. However, less
quantifiable or predictable system issues, such as
errors in interpersonal communication or cascading
system failures (eg, cyberterrorism, simultaneous
failure of different types of equipment, unanticipated
acute supply shortages) may be addressed by strategies
such as accident and incident analysis, restricting
staff autonomy in high risk situations, encouraging
monitoring and adaptation to the crisis, and in-the-
moment problem solving by staff trained to expect and
manage uncertainty.>* Healthcare workers must be
trained and prepared accordingly.

Notably, this study focused only on The Joint
Commission standards and a one year period during
which newly implemented standards came into
effect. The reason to avoid a historical assessment of
standards was to emphasize current practice in The
Joint Commission standard implementation, which
has evolved over time. The cross sectional approach
was also designed to pick up different types of
standards, since by including all the R3 reports that
met time criteria, bias associated with studying a
particular content area, for which the level of evidence
might not have been representative of The Joint
Commission standards as a whole, was minimized.
Nonetheless, our choices made could have led to a
lack of representativeness about other nationwide or
international quality and safety standards over the
preceding decades.

Importantly, all but two of the actionable standards
we reviewed considered acute or chronic pain. Thus,
our findings might not be broadly applicable to
all R3 reports by The Joint Commission. However,
The Joint Commission should be expected to pay
greater attention to the evidentiary basis behind
pain management, given its experience in producing
standards for the management of pain.

Policy implications

The direct and indirect costs to healthcare systems
of adherence to accreditation rules are believed to be
substantial. One systematic review of the cost of health
accreditation, including accreditation by The Joint
Commission, estimated that 0.2-1.7% of total annual
healthcare system operating costs were spent on
accreditation adherence.>® A case report estimated that
it would cost an individual institution $326 784 (1% of
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the annual budget) to adhere to The Joint Commission
specific accreditation standards.’® These statistics are
likely underestimates because the indirect costs of
adherence, which are likely to be much greater than the
direct costs, are more difficult to measure and report.

Although thelack of transparencyin the development
process for standards is unsatisfactory for clinicians
and researchers, it is not unusual, and it is mirrored in
regulatory processes in other countries. For example,
the International Society for Quality in Health Care
External Evaluation Association (a separate entity
established by the International Society for Quality in
Health Care) provides a list of standards and criteria
for adhering to these standards but does not provide
supporting references.>” In contrast, the French
National Authority for Health provides an accreditation
handbook containing the standards it evaluates and
notes that the development process for these standards
includes a review of references pertaining to healthcare
experiences as well as a consensus process. References
were recently made available in the accreditation
manual.®® Similarly, in the UK, the National Institute
for Health and Care Excellence quality standards are
accompanied by a topic library that collates evidence
from NICE guidelines or NICE accredited evidence
sources that was used by the Quality Standards
Advisory Committee during the development of the
quality standards.*

Conclusions

In general, recent actionable standards issued by The
Joint Commission are not supported by high quality
data referenced within the issuing documents. While
performance standards play a critical role in ensuring
high healthcare quality, and The Joint Commission
remains an exemplary guardian of patients’ health
and safety, The Joint Commission might consider
being more transparent about the quality of evidence
and underlying rationale supporting each of its
recommendations. When higher level evidence is
available to The Joint Commission but not cited
in public documents, it might consider releasing
this evidence publicly to increase confidence in its
recommendations. In cases in which it believes lower
level evidence (eg, unanimous expert consensus from
a diverse group) could be sufficient to support a new
actionable standard, or when it believes evidence
might not even be necessary or appropriate (eg, a
national emergency), a detailed, publicly available
rationale would be helpful. Although these changes
would increase work and cost, they might also increase
enthusiasm for the uptake of The Joint Commission
actionable standards, and further align the commission
with the conventions of evidence based medicine.
Finally, given its pivotal role in ensuring patient
safety, The Joint Commission might want to increase
its emphasis on the role of uncertainty in healthcare
environments. Training staff to manage uncertainty
through means other than standards and guidelines
would complement the use of standards for more well
defined and predictable problems.
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