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A FOCUSED REVIEW

CALIFORNIA WORKERS’ COMPENSATION SYSTEM: ARE OCCUPATIONAL
MEDICINE PRACTICE GUIDELINES SUFFICIENT FOR THE TREATMENT OF
CHRONIC SPINAL PAIN OR DO THEY REQUIRE SUPPLEMENTATION BY

GUIDELINES FOR INTERVENTIONAL TECHNIQUES?

Standiford Helm II, MD

Background: The California Workers’
Compensation system mandates the use
of occupational medicine practice guide-
lines developed by the American College
of Occupational and Environmental Medi-
cine (ACOEM). These Guidelines cover the
treatment of acute (less than three months’
duration) injuries. The presence in the ACO-
EM Guidelines of references to procedures
which may be of use after the three-month
acute period creates ambiguity as to wheth-
er the ACOEM Guidelines are applicable af-
ter three months.

ASIPP’s  “Evidence-Based  Practice
Guidelines for Interventional Techniques in
the Management of Chronic Spinal Pain” are
comprehensive, focusing on management of
chronic spinal pain.

ACOEM guidelines, mandated by the

legislature, do not deal explicitly with chron-
ic pain. Their application in managing chron-
ic pain may result in denial of access to ap-
propriate treatment. Thus, ASIPP guidelines
may be supplemental to the ACOEM Guide-
lines. Evaluation of the two Guidelines may
clarify which should be followed in the event
of ambiguity or conflict.

Methods: The ACOEM and ASIPP Guide-
lines were evaluated to determine which
more closely conformed with accepted stan-
dards for guideline creations; which was list-
ed in the Agency for Health Care Research
and Quality’s (AHRQ) National Guideline
Clearinghouse; and what the common refer-
ences were, how these references were eval-
uated, how they supported the treatment
guidelines offered, and how the ACOEM and
ASIPP guidelines differed.

Results: The ASIPP Guidelines com-
plied with 23 out of 25 elements of guide-
line creation, whereas ACOEM complied
with only 12 out of 25. Only ASIPP is listed
in the National Guideline Clearinghouse.
ACOEM lists 154 references; ASIPP, 1175;
only 20 appear in common. ASIPP’s eval-
uation methodology more closely adhered
to the AHRQ methodology. ASIPP’s Guide-
lines are based upon a more robust, de-
tailed analysis.

Conclusion: The ASIPP Guidelines may
be considered the applicable Guidelines for
the treatment of work-related low back ac-
tivity limitations persisting beyond three
months.

Keywords: Practice guidelines, acute
pain, chronic pain, low back pain, activity
limitation, work related injuries

The California Workers’ Compensa-
tion system (1) mandates the use of occu-
pational medicine practice guidelines de-
veloped by the American College of Oc-
cupational and Environmental Medicine
(ACOEM) (2). These guidelines have
been created to provide “information and
guidance on the generally accepted ele-
ments of quality care in occupational and
environmental medicine.” The guidelines
have been created for use by multiple au-
diences, including “not only healthcare
providers, but also insurance profession-
als, attorneys, and others involved in the
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administration of workers’ compensation
systems.” These guidelines implemented
as they are described will hinder patient
access following work related injury. The
ACOEM guidelines were developed with
a narrow focus utilizing only randomized
controlled trials with an algorithmic ap-
proach for management of low back com-
plaints with a three month time limit.
Clinical practice guidelines are . .
systematically developed statements to
assist practitioner and patient decisions
about appropriate healthcare for specif-
ic clinical circumstances” (3). There are
professional practice recommendations
dealing with the prevention, diagnosis
and treatment of acute and chronic pain-
ful disorders, and in some cases, disabil-
ity management. Of significant impor-
tance are the various guidelines developed
by the Agency for Healthcare Policy and
Research (AHCPR), which replaced the
National Center for Health Services Re-

search and Healthcare Technology Assess-
ment (NCHSR) in 1989 (4). The Agen-
cy for Healthcare Policy and Research de-
veloped approximately 15 guidelines, with
a budget of $750 million, including the
guidelines for managing acute low back
pain. However, the Agency for Healthcare
Policy and Research has been out of the
business of producing guidelines and the
guidelines produced by this organization
are no longer recommended to be used
for patient care.

Among the multiple other guidelines
of significance in managing low back pain
are “Evidence Based Guidelines for Inter-
ventional Techniques in the Management
of Chronic Spinal Pain” by American So-
ciety of Interventional Pain Physicians
(ASIPP) (5). These guidelines are state-
ments developed to improve quality of
care, improve patient access, improve pa-
tient outcomes, improve appropriateness
of care, improve efficiency and effective-
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ness, and achieve cost containment by im-
proving the cost-benefit ratio. In the de-
velopment of these guidelines, multiple
professionals were involved and all types
of relevant and published evidence and
consensus were utilized.

There a is paucity of literature evalu-
ating the effectiveness or even reasonable-
ness of any type of guideline, even though
there has been a rapid increase in guide-
line developments since 1985 (6). Shaney-
felt et al (7) reviewed the methodologi-
cal quality of clinical guidelines in the
peer-reviewed medical literature, with
evaluation of 279 guidelines developed
by 69 different organizations and pub-
lished from 1985 to 1997. They showed
that most guidelines failed to meet the re-
quired criteria.

The acceptance by the California
Workers’ Compensation system of the
ACOEM guidelines will impede the im-
provement of outcomes and appropri-
ateness of care, and may not optimize
cost-effectiveness. The extent to which
ACOEM guidelines have been accepted
by the largest workers’ compensation sys-
tem in the United States is shown by leg-
islation mandating the use of these guide-
lines, which are considered “presumptive-
ly correct on the issue of extent and scope
of medical treatment.” However, the leg-
islation also states that this presumption
is rebuttable and may be controverted by
a preponderance of evidence establishing
that a variance from the guidelines is rea-
sonably required to cure or relieve the em-
ployee. The statute further reads that for
injuries not covered by guidelines, “au-
thorized treatment shall be in accordance
with other evidence-based medical treat-
ment guidelines generally recognized by
the medical community” Thus, this re-
view will focus on a comparison of both
guidelines and evaluate the need for sup-
plementation of occupational medicine
practice guidelines by ACOEM with “Evi-
dence Based Guidelines for Interventional
Techniques in the Management of Chron-
ic Spinal Pain” Thus, the intent of this
analysis is to determine whether:

e For injuries not covered by the Guide-
lines (activity limitations due to
symptoms in the low back of greater
than three month’s duration) wheth-
er the ASIPP Guidelines should be
considered “evidence based medical
guidelines generally recognized by the
medical community” which ought to
be followed and,
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e  For injuries or activity limitations
which might be interpreted as be-
ing covered by the ACOEM Guide-
lines even if they persist more than
three months after the injury (inter-
ventions mentioned in the Guide-
lines which might be applicable after
three months), whether the ASIPP
guidelines provide “a preponderance
of evidence establishing that a vari-
ance from the [ACOEM] Guidelines
is reasonably required to cure or re-
lieve the employee.”

A CRriTicAL ANALYSIS

The American College of Occupa-
tional and Environmental Medicine has
released the Second Edition of its “Oc-
cupational Medicine Practice Guide-
lines.”(2) These guidelines have been cre-
ated to provide “information and guid-
ance on the generally accepted elements
of quality care in occupational and envi-
ronmental medicine”

The guidelines are divided into two
primary sections, one dealing with the
“Foundations of Occupational Medicine
Practice” and the second with “Presenting
Complaints.” The “Foundations” section
is comprised of six chapters, dealing with
Prevention, Initial Assessment and Docu-
mentation, Initial Treatment, Work Relat-
edness, Disability Prevention and Man-
agement, Pain, Suffering, and the Restora-
tion of Function and Independent Medi-
cal Examinations. The “Presenting Com-
plaints” section deals with the evaluation
and treatment of nine different body ar-
eas. From the perspective of an Interven-
tional Pain Management physician, the
most relevant chapter is Low Back Com-
plaints.

Each of the nine chapters dealing
with specific regions of the body is di-
vided into a General Approach and Ba-
sic Principles section, with an emphasis
on the initial assessment with the histo-
ry and physical exam. Treatment options,
including surgical considerations, are dis-

cussed. In the instance of low back pain,
the surgical considerations discussed in-
clude lumbosacral nerve root decompres-
sion, intradiscal electrothermal annulo-
plasty (IDET), spinal cord stimulation,
the management of spinal stenosis and
spinal fusion. There is finally a summary
of evidence and recommendations.

The ACOEM goes to considerable ef-
fort to discuss the methodology as to how
they developed these guidelines. Each
chapter represents an updating of the
original Guidelines, published in 1997.
Medical library research services were
contracted out to the Work Lost Data In-
stitute, which generated the corpus of lit-
erature to be evaluated in the review. Un-
derlining the desire to create an evidence-
based guideline, the Guidelines contain
an Appendix discussing in considerable
depth the process by which literature is
evaluated. Included here is a discussion
of study design, statistical analysis and the
analysis and application of study results.
In analyzing the study results, a system
of stratifying evidence for a procedure
by strength was adopted from the Agen-
cy for Health Care Research and Quality
(AHRQ) and the Cochrane Review. This
system is presented in Table 1, ACOEM
Designation of Levels of Strength of Med-
ical Evidence”

It is of interest that, in contrast to
principles of evidence-based medicine
(6, 8), the schema used by ACOEM focus-
es solely on randomized controlled trials
(RCTs), with no mentioned inclusion of
other data sources, such as systematic re-
views, observational studies and diagnos-
tic test studies.

The ACOEM strove to have a wide
base of varying medical specialties in cre-
ating these Guidelines, with the input of
“virtually all specialties involved in occu-
pational medicine” in order to represent
the “current, collective voice of health-
care professionals across the spectrum of
specialists who treat work-related inju-
ries and occupational diseases.” The goal

Table 1. ACOEM designation of levels of strength of medical evidence

Level A | Strong research-based evidence provided by generally consistent findings and
multiple (more than one) high-quality randomized controlled trials (RCTs)

Level B | Moderate research-based evidence provided by generally consistent findings
and one high-quality RCT and one or more low-quality RCTs, or generally
consistent findings and multiple low quality RCTs

Level C [ Limited research based evidence provided by one RCT (either high-or low-
quality) or inconsistent or contradictory evidence findings in multiple RCTs

Level D | No research-based evidence, no RCTs
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Table 2. ASIPP designation of levels of strength of medical evidence

Level |

Conclusive: Research-based evidence with multiple relevant and high-quality
studies or consistent reviews of meta-analysis

Level Il | Strong:

or retrospective evidence

Research-based evidence from at least one properly designed
randomized, controlled trial of appropriate size (with at least 60 patients
in the smallest group); or research-based evidence from multiple properly
designed studies of smaller size; or at least one randomized controlled trial,
supplemented by supplemented by predominantly positive prospective and/

Level Il

Moderate: Evidence from a well-designed small randomized trial or evidence
from well-designed trials without randomization, or quasi-randomized studies,
single group, pre-post cohort, time series, or matched case-controlled studies
or positive evidence from at least one meta-analysis

Level IV

Limited: Evidence from well-designed nonexperimental studies from more
than one center or research group

LevelV | Indeterminate:

Opinions from respective authorities, based upon clinical
evidence, descriptive studies, or reports of expert committees

of the Guidelines is “to improve the effi-
ciency [of diagnosis]...and the effective-
ness of...treatment in relieving symptoms
and achieving cure”

Chapter 12, Low Back Complaints,
of the Guidelines, focuses on acute low
back pain: “Recommendations on as-
sessing and treating adults with... low
back problems (i.e. activity limitations
due to symptoms in the low back of less
than three months (sic) duration) are
presented in this clinical practice guide-
lines.” This three-month time limit is re-
inforced by the treatment algorithms pre-
sented in the chapter, which clearly lim-
it their assessment to workers with low-
back-related activity limitation of less
than three month’s duration. According-
ly, these Guidelines, when viewed specifi-
cally for the treatment of low back pain,
are meant to be utilized solely for patients
with acute (less than three months’ dura-
tion) low back pain.

ASIPP has published a similar re-
view of the literature, with resulting treat-
ment guidelines, entitled “Evidence-Based
Practice Guidelines for Interventional
Techniques in the Management of Chron-
ic Spinal Pain”(5), focusing solely upon
the use interventional techniques in treat-
ing chronic spinal pain. The definition of
chronic is elusive, but that offered by Bon-
ica is widely accepted:

Chronic pain is “pain which persists
a month beyond the usual course of
acute disease or a reasonable time
for any injury to heal itself that is
associated with chronic pathological
processes that cause a continuous
pain or pain at intervals for months
or years”(5).

The ASIPP guidelines are accom-
panied by a companion article discuss-
ing, in a manner analogous to the Appen-
dix of the ACOEM Guidelines, the theory
and process of reviewing literature in the
course of developing evidence-based prac-
tice guidelines (6). This article describes
in considerable detail the extent to which
many systematic reviews in interventional
pain management fail to follow evidence-
based medicine principles. Of interest in
this article is the discussion in detail of
the AHRQ methodology for evaluating
the medical literature, including the sup-
port given by the AHRQ to observational
studies in addition to randomized clinical
trials. By recognizing the value of stud-
ies other than RCTs, the AHRQ opens the
door to a much richer, more robust source
of data, including systematic reviews,
nonrandomized and observational stud-
ies and case series. The AHRQ support
of studies other than randomized clinical
trials is important because of the multi-
ple difficulties in performing randomized
clinical trials to evaluate procedures and
interventions. RCTs are associated with
multiple problems, including difficulties
with achieving true randomization, eth-
ical considerations of performing sham
procedures and the difficulty in recruit-
ing a sufficiently large database to gen-
erate powerful statistical analysis. Note,
for example, the problems faced by Pau-
za et al (9), in a Volvo Award winning ran-
domized, prospective, placebo-controlled
study of the IDET procedure, in which
1,360 patients had to be evaluated in or-
der to enter 64 patients into the study af-
ter discography (9).

The ASIPP Guidelines utilize the

AHRQ methodology to assess the quality
of the literature supporting an interven-
tion. This information is presented in a
slightly different format than that used by
the ACOEM. This format provides some-
what more clarity as to the distinction be-
tween the various levels of evidence and
clearly emphasis the contribution of mul-
tiple types of studies, as shown in Table 2,
“ASIPP designation of levels of strength of
medical evidence.”

It appears at first glance that there is
a clear-cut distinction between the ACO-
EM and ASIPP Guidelines, with a clear
transition from one to the other at three
months. In practice, the distinction is not
so crystalline, with reference in the ACO-
EM guidelines to procedures, such as epi-
dural or facet injections, which might
have benefit after three months, and pro-
cedures such as nucleoplasty or intradis-
cal electrothermal therapy (IDET), which
would rarely be used within the first three
months. Given the importance of the
ACOEM Guidelines because of the leg-
islative mandate for their use, it is help-
ful to compare the ACOEM and ASIPP
Guidelines to determine which should
be considered applicable when the inju-
ry or work limitation has persisted after
three months.

The comparison of two guidelines
can be problematic. Multiple guide-
lines have been developed by numerous
groups, including government agencies,
general and subspecialty medical societ-
ies, insurers and private organizations.
The existence of guidelines generates a
great debate, including concerns of “cook-
book” medicine. Different guidelines can
produce, depending upon the intellectu-
al foundations of the authors, widely dif-
fering analyses of the same or similar data
(8). At best, guidelines can assist:

e  Patients in making informed health
care decisions,

e  Physicians in using appropriate
technology and avoiding inappro-
priate care, and

e  Insurers in authorization and reim-
bursement decisions.

A validated methodology was pub-
lished in the Journal of the American
Medical Association by Shaneyfelt, et al
(7), which brings some order to the ques-
tion as to whether differing guidelines
have been developed with equal atten-
tion to the underlying principles of guide-
line creation. This approach, along with

Pain Physician Vol. 7, No. 2, 2004
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a close contextual analysis, can be used to
compare the two Guidelines. Amongst
the questions to be answered in a contex-
tual analysis are:

e  Whether the same data was ana-
lyzed,

e Whether there is consistency in their
conclusions,

e If there is an inconsistency, what the
basis of that inconsistency might
be, and,

e If there is an inconsistency, to resolve
which data analysis provides more
powerful conclusions for directing
patient care.

The AHRQ maintains, along with
the American Medical Association and
the American Association of Health
Plans-Health Insurance Association of
American, a National Guideline Clearing-
house (NGC) to provide interested users
access to clinical practice guidelines. The
NGC has straightforward, relatively easily
achieved criteria for inclusion:

1. The Guideline must have systemati-
cally developed statements that in-
clude recommendations, strategies,
or information that assist health care
practitioners and patients make de-
cisions about appropriate health care
for specific clinical circumstances.

2. The clinical practice guideline must
be produced under the auspices of
an organization, such as a medical
specialty society or a government
agency.

3.  Documentation that a systematic lit-
erature search and review of existing
scientific evidence occurred must be
producible.

4. The guideline must be current and in
English.

Inclusion in the NGC provides a
loose mantle of authenticity. This mantle
is not exclusive, either in terms of the rig-
or required to gain it or in terms of deni-
grating all guidelines which do not have
this mantle. It does imply a commitment
on the part of the creators of the included
guidelines because of their willingness to
submit them for evaluation.

MEeTHODS

The ACOEM and ASIPP Guidelines
were assessed according to the twenty-
five criteria listed by Shaneyfelt et al (7).
Simple summing of the number of crite-
ria, which were met, gives relative weight-
ings as to how closely the Guidelines ad-
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hered to the key elements in developing
Guidelines.

The two Guidelines were also evalu-
ated as to whether they were listed in the
National Guideline Clearinghouse (NGS).
This was done by a site search at the NGS
website at www.guideline.gov.

In addition, the references contained
in Chapter 12, “Low Back Complaints” of
the ACOEM Guidelines were compared
with the references listed in the ASIPP
Guidelines. References included in both

Guidelines were then evaluated as to how
to each Guideline assessed the reference
and applied it to the intervention being
examined. In addition, each Guideline
was evaluated to determine whether it
had accessed the complete corpus of stud-
ies relevant to the question at hand, with
appropriate search strategy.

Finally, the treatment recommenda-
tions, limited solely to interventional pain
techniques for each Guideline, were con-
trasted.

Table 3. Comparison of the ACOEM

and ASIPP Guidelines according to

how closely they follow the key elements in guideline development

Key ACOEM ASIPP

Element Adherence | Adherence
STANDARDS ON GUIDELINES DEVELOPMENT AND FORMAT
Purpose of the guideline is specified Yes Yes
Rationale and importance of the guideline is explained Yes Yes
The participants and their area of expertise are specified Yes Yes
Targeted health problem is clearly defined Yes Yes
Targeted patient population is specified Yes Yes
Intended audience of users is specified Yes Yes
The principal preventive, diagnostic or therapeutic options Yes Yes
available to clinicians and patients are specified
The health outcomes are specified Yes Yes
The method by which the guideline underwent external review No No
is specified
An expiration date or date of scheduled review is specified No Yes
STANDARDS ON EVIDENCE IDENTIFICATION AND SUMMARY
Method of identifying scientific evidence is specified No Yes
Time period from which evidence is reviewed is specified No No
Method for grading or classifying the evidence is specified Yes Yes
Method of data extraction is specified No Yes
Method for grading or classifying the scientific evidence is Yes Yes
specified
Formal methods of combining evidence or expert opinion are No Yes
used and described
Benefits and harms of specific health practices are specified No Yes
Benefits and harms are quantified No Yes
The effect on health care costs from specific health practices No Yes
is specified
Costs are quantified No Yes
STANDARDS ON THE FORMULATION OF RECOMMENDATIONS
The role of value judgments used is discussed No Yes
The role of patient preference is discussed No Yes
Recommendations are specific and apply to the stated goals Yes Yes
of the guideline
Recommendations are graded according to the strength of the Yes Yes
evidence
Flexibility in the recommendations is specified No Yes
TOTAL “YES” Responses 12 23
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ResuLts

The results of comparing the two
studies according the methodology pre-
sented in JAMA (7) are presented in Ta-
ble 3, “Comparison of the ACOEM and
ASIPP Guidelines according to how close-
ly they follow the key elements in guide-
line development.”

The ACOEM Guidelines conform
to 12 of the 25 key elements. There are
shortcomings in clarifying how the doc-

ument underwent external review, when
the next review is scheduled, how the data
were identified, what time period the re-
viewed evidence covered, how the data
were extracted, how evidence and expert
opinion were combined, what the bene-
fits and harms of specific procedures are,
whether these benefits and harms were
quantified, what the effect on health care
costs are and whether costs are quantified,
what the role of value judgments and pa-
tient preferences are, and whether there is

flexibility in application of the guidelines.

The ASIPP Guidelines conform to
23 of the key elements, with no mention
of the time period the reviewed evidence
covered and no discussion of external re-
view.

With regards to listing in the Na-
tional Guideline Clearinghouse, only the
ASIPP document is listed in the Clearing-
house. While the ACOEM Guidelines ap-
pear to meet the inclusion criteria, ACO-
EM is not currently listed in the NGC.

Table 4. Comparison of the critical evaluation in the ACOEM and ASIPP guidelines for those studies used in both

guidelines
Author ACOEM Commentary ASIPP Commentary
Kang et al No specific reference. Note that this One of 15 studies showing that “a multitude of other inflammatory agents...
(11) reference appears twice. play a role in the inflammatory process.”
Saal & Saal | None specifically identified. Support for | Two of seven studies evaluating IDET, including Pauza et al ‘s randomized
(12,13) IDET equivocal. Pauza et al’s study is not | trial.

referenced.

Carette et al

(14)

No specific reference

One of ten randomized trials of interlaminar epidural injections, discussing
participants, interventions, outcomes, results and conclusion.

Hopwood & | No specific reference One of 48 studies of varying quality evaluating interlaminar epidural

Abram (15) injections.

Bowman et | No specific reference One of 48 studies of varying quality evaluating interlaminar epidural

al (16) injections. This specific reference appears to have been inadvertently not
included in the range of studies cited.

Nelemans et | No specific reference Caudal and interlaminar epidurals

al (17) were not analyzed separately.

Van Tulder et
al (18)

No specific reference

Caudal and interlaminar epidurals
were not analyzed separately.

Rozenberg et
al (19)

No specific reference

One of 14 systemic reviews of epidural steroid injections. The shortcomings of

this, and other, systemic reviews are noted.

Indahl at al
(20)

No specific reference

One of five papers reporting low levels of chronicity. ASIPP document also
mentions 10 papers, not mentioned in ACOEM, suggesting higher levels of
chronicity.

Carragee et

Discography is not well supported by the

Four of 42 studies on discography. Criticized on methodological grounds

ment does not reflect current clinical
practice.

al (20-24) medical evidence (22).

Lee etal No specific reference One of four articles showing negative results of discogram. Eleven additional
(25) studies showing positive results from discograms are also referenced.

Bigos etal | lts 373 references are specifically incor- | One of 49 studies documenting “a wide degree of variance in the definition
(10 porated into the Guidelines. This docu- | and the practice of interventional pain management.”

Dreyfuss et

No specific reference

One of four prospective and three retrospective studies of facet denervation.

al (26) This is a nonrandomized study.

Van Kleef et | No specific reference One of four prospective and three retrospective studies of facet denervation.

al (27) This is a randomized study.

Leclaire et al | No specific reference This study had been excluded from an analysis of facet joint neurotomy

(28) for failure to provide specific inclusion and exclusion criteria as well as
appropriate diagnostic evaluation.

Franklin et al | No specific reference One of 27 references on the incidence of post laminectomy syndrome.

(29)

Pain Physician Vol. 7, No. 2, 2004
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1175
No. of ASIPP

References

154
No. of ACOEM
References

Fig. 1. Venn Diagram demonstrating 20 common references between the two

guidelines

The ASIPP study includes 1175 ref-
erences. Chapter 12 of the ACOEM study

includes 154 references. In addition,
Chapter 12 incorporates by notation an

additional 373 references cited in a 1994
Agency for Health Care Policy and Re-
search Publication, Acute Low Back Prob-
lems in Adults (10). These additional 373
references were not incorporated in the
current study because they deal specifi-
cally with the acute treatment of low back
pain, whereas the focus of this analysis is
on the treatment of chronic back pain,
and because the preponderance of the
seminal work in the interventional treat-
ment of low back pain has occurred since
1994. Further, when one obtains a copy
of this document, it comes with a cover
sheet stating “[The AHCPR publication]
is no longer viewed as guidance for cur-
rent medical practice”

As both references deal with back

Table 5. Comparison of the strength of evidence analyses made by ACOEM and ASIPP

Procedure ACOEM ASIPP
Diagnostic Injections

(Evaluate validity, specificity and sensitivity

of the injections)

Facet Joint Injections Not recommended Strong

Provocative Lumbar Discography

Not recommended

Strong, if supported by H&P and imaging
studies

Transforaminal ESI

Not recommended*

Moderate if nerve root irritation; limited if no
nerve root irritation

Sacroiliac Joint Injections

Not discussed

Moderate

Therapeutic Interventions

Facet injections: intraarticular

Not recommended**

Short-term relief: moderate
Long-term relief: limited

Facet injections: medial branch Not recommended Short-term relief: strong
Long-term relief: moderate

Facet: medial branch neurotomy Not recommend Short term relief: strong
Long-term relief: moderate

Epiduralinjections: caudal Optional (C) if nerve root irritation Short-term relief: strong
Not Recommended (D) if no nerve root | Long-term relief: moderate

irritation

Epiduralinjections: interlaminar

Optional (C) if nerve root irritation
Not Recommended (D) if no nerve root
irritation

Short-term relief: moderate
Long-term relief: limited

Epiduralinjections: transforaminal

Optional () if nerve root irritation
Not Recommended (D) if no nerve root
irritation

Short-term relief: strong
Long-term relief: strong

Epidural adhesiolysis

Not evaluated

Short-term relief: moderate
Long-term relief: moderate

IDET

Discussed, not formally rated.

Short-term relief: moderate
Long-term relief: limited

Nucleoplasty

Optional: Chymopapain

Limited

Spinal Cord Stimulation

Reserved for select patients

Long-term relief: moderate

Intrathecal infusion systems

Not discussed.

Long-term relief: moderate

* ACOEM does not distinguish between the caudal, interlaminar and transforaminal approaches for epidurals

** ACOEM does not distinguish between intra-articular diagnostic injections, medial branch diagnostic injections, intra-articular therapeutic injections, medial
branch therapeutic injections or medial branch neurotomy
See Tables 1 and 2 for definitions of levels of strength for medical evidence.

Pain Physician Vol. 7, No. 2, 2004
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pain, it is reasonable to examine wheth-
er they covered the same database. A re-
view of the references indicates that the
two studies shared 20 references. The
limited extent of this overlap is shown in
Figure 1, “Venn diagram demonstrating
20 common references between the two
Guidelines.”

How each guideline respectively
commented on each of the studies com-
mon to both guidelines is shown in Table
4, “Comparison of the critical evaluation
in the ACOEM and ASIPP guidelines for
those studies used in both Guidelines.”

Table 5, “Comparison of the strength
of evidence analyses made by ACOEM
and ASIPP” presents the comparison of
the analysis made by ACOEM and ASIPP
respectively as to the strength of evidence
supporting a given intervention.

Discussion

The ASIPP guidelines applied the
preponderance of key elements, as iden-
tified in the JAMA study, in guideline cre-
ation, conforming to 23 out of 25 ele-
ments. The ACOEM guidelines, on the
other hand, conformed to only 12 of 25
elements and fall short in several catego-
ries of the standards necessary for sat-
isfactory guideline development. They
do not formally describe how they com-
bine scientific evidence or expert opinion.
The method by which they obtained their
evidence is not clear and there is no nota-
tion as to what evidence applies to what
clinical intervention. Costs are not men-
tioned. There is neither mention of pa-
tient values nor of the values of the devel-
opers of the guidelines. Given the extent
to which conclusions are driven by per-
spective, a discussion of the preferences
and opinions of the developers is neces-
sary for intellectual clarity.

The National Guideline Clearing-
house is an AHRQ-sponsored and main-
tained website that attempts to gather
all guidelines meeting appropriate crite-
ria in one spot for easy review and dis-
semination. While an absence from the
NGC says nothing about quality of ex-
cluded guidelines, inclusion does suggest
a willingness on the part of the authors
to have at least the summary data of their
guidelines widely and freely disseminated.
Only the ASIPP Guidelines are included
on National Guidelines Clearinghouse.
While the ACOEM Guidelines appear to
qualify for inclusion, they are not current-
ly listed on the NGC.

In examining whether the same data
set was evaluated, only a very small minor-
ity of studies, 20 out of 1175 ASIPP refer-
ences and 154 ACOEM references, were
used in both guidelines. It is reasonable
to expect multiple references appearing in
the ACOEM guidelines to not appear in
the ASIPP guidelines because the ACOEM
guidelines are dealing with all aspects of
low back pain, where as ASIPP guidelines
are dealing only with interventional pain
management techniques. However, the
converse is not true, in that, as interven-
tional pain management procedures are a
subset of the treatment of low back pain,
the data evaluated by ASIPP could reason-
ably be considered an appropriate corpus
of data for analysis by ACOEM.

A possible explanation to the limited
review by ACOEM of the literature eval-
uated by ASIPP is that ACOEM did not
evaluate literature relating to pain lasting
more than three months.

Another reason for this difference in
the number of reviewed articles is the dif-
fering view as to what constitutes a valid
data source.  Both Guidelines reference
the AHRQ methodology, but appear to
interpret it quite differently. The ACO-
EM schema for evaluating a procedure
or intervention is limited to randomized,
controlled trials. The ASIPP interpreta-
tion, drawn more closely from, and with
what appears to be a better understand-
ing of the spirit and intent of, the AHRQ
approach, allows all relevant data sources
to be incorporated. The interpretation al-
lows for a more robust analysis.

ASIPP also provides critical analy-
sis of the specific papers, using a clearly
delineated approach defining which data
elements need to be present in any given
source. This critique offers guideposts by
which the literature can be evaluated, al-
lowing the elimination of studies which
fail to meet methodological guidelines.
ACOEM provides no such critical analysis
and appears to accept its referenced stud-
ies at face value, with no easily obtainable
analysis as to how well a study was de-
signed or implemented.

A further difficulty with analyz-
ing the ACOEM Guidelines is the gener-
al failure to footnote specific conclusions
to specific references. One is left to infer
which references are utilized to support
any given position, creating the need for
exegesis in a document whose ostensible
purpose is to bring clarity.

The apparent lack of breadth and in-

clusion in the data reviewed by the ACO-
EM is highlighted by the review of the
common references. Kangetal (11)is one
of fifteen studies dealing not with the im-
portance of inflammatory agents in radic-
ular pain, but merely the miscellaneous
inflammatory agents which can be found.

Saal and Saal (12, 13) are two of sev-
en articles on IDET.  Included in the
ASIPP study, which was published before
the ACOEM Guidelines, is reference to the
Volvo Award winning prospective evalua-
tion of the IDET procedure by Pauza et al
(9). ASIPP, because its search and inclu-
sion methodology was more far reaching,
was able to include Pauza’s work on the
basis of a prepublication presentation.

Carette et al’s (12) New England
Journal of Medicine article demonstrat-
ing the lack of efficacy of interlaminar
epidural steroid injections is one of ten
randomized trials on that topic. Hop-
wood and Abram (15) and Bowman et al
(16) are two of forty-eight nonrandom-
ized studies on interlaminar epidurals.

Reviews of Nelemans et al (17) and
van Tulder et al (18) were both found de-
ficient by the ASIPP study in that they did
not distinguish between the interlaminar
and caudal approaches and failed to in-
clude transforaminal epidurals. By lump-
ing together a procedure which is not ef-
ficacious with one which is, they lose the
ability to pick out the approach which
does offer benefit.

Rozenberg et al (19) is one of 14
systemic reviews of epidural steroid in-
jections. The shortcomings of this, and
other, systemic reviews are noted in the
ASIPP document; the ACOEM appears to
accept it uncritically.

Indahl et al (20) were offered as doc-
umentation that the incidence of chronic-
ity of low back pain is low. In the ASIPP
work, Indahl et al’s (20) reference is one of
five manuscripts presenting that position.
Absent in the ACOEM references are 10
studies suggesting a considerably higher
level of chronicity of low back pain.

Carragee et al (21-24) and Lee et al
(25) provide 5 of over 50 studies on dis-
cography. Carragee et al (21-24), in par-
ticular, have generated considerable de-
bate on his methodology. In examining
all of the evidence, the ASIPP Guidelines
conclude that discography is warranted if
utilized in the context of the appropriate
history and imaging studies. This con-
clusion, based on a critical analysis of a
wide array of evidence, is diametrically
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opposed to that of the ACOEM. In ad-
dition, ACOEM denigrates IDET specifi-
cally because the decision to perform the
IDET procedure is based upon the results
of discography.

Dreyfuss et al (26) and van Kleef et al
(27) provided evidence on the efficacy of
radiofrequency in chronic low back pain.
In the ASIPP Guidelines, they stand as
two of seven articles on this topic. In the
absence of any specific comments in the
ACOEM guidelines regarding radiofre-
quency, it is not possible to know how the
ACOEM has evaluated these two studies.
Regardless, ASIPP has examined a broad-
er database more critically. An example
of this is ACOEM’s troubling reference
to Leclaire et al’s study (28). Presumably,
the study is included as a supportive refer-
ence. However, it had been excluded from
the ASIPP analysis of facet joint neurot-
omy for failure to provide specific inclu-
sion and exclusion criteria as well as ap-
propriate diagnostic evaluation. Its inclu-
sion highlights the apparent lack of criti-
cal analysis of the supporting documents.

Inclusion of a study by Franklin et
al (29) on post laminectomy syndrome
is another example of using a small selec-
tion of the available literature. It is one of
27 articles on this subject referenced in the
ASIPP’s evidence-based guidelines.

The comparison of the treatment
suggestions is also interesting. The
ASIPP guidelines create several important
distinctions, not provided in the ACOEM
guidelines. Specifically, the ASIPP guide-
lines note important distinctions

e  Between diagnostic and therapeutic
injections,

e Between different approaches to the
same procedure, such as interlaminar
versus caudal versus transforaminal
steroid injections, and

e  Between therapeutic procedures us-
ing local anesthetics and those using
ablative procedures, such as radiofre-
quency thermocoagulation.

The two guidelines also come to
starkly different, occasionally diametri-
cally opposed, conclusions as to the ef-
ficacy of various procedures. For exam-
ple, in the ACOEM Guidelines, all facet
injections are not recommended. In the
ASIPP Guidelines, diagnostic facet joint
injections are supported by strong evi-
dence. Therapeutic facet joint injections
are supported by anywhere from strong to
limited evidence, depending upon wheth-
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er relief is short-term or long-term and
whether the technique is an intra-articu-
lar injection, a medial branch injection or
a neurotomy.

The handling of the applicability of
epidural steroid injections is similarly dis-
parate. The ACOEM Guidelines consid-
er them “optional” in the presence of ra-
dicular findings and not recommended
if there is no evidence of nerve root irri-
tation. These statements need to be fur-
ther clarified in light of the information
provided in the ASIPP Guidelines. The
ASIPP study shows that the approach
defines the efficacy: transforaminal and
caudal injections are better supported by
the literature than are interlaminar injec-
tions. To ignore this distinction and view
interlaminar injections as on a par with
the other approaches does not appear to
be supported by the literature.

The ACOEM Guidelines also fail to
mention several procedures whose effica-
cy is justified by the literature. These are
diagnostic sacroiliac joint injections, per-
cutaneous lysis of epidural adhesions with
hypertonic saline and the use of implant-
able, programmable pumps for the intra-
thecal placement of medications such as
opioids and local anesthetics. All of these
procedures do warrant, based on a criti-
cal examination of the literature, a place
in the treatment algorithm.

The ACOEM handling of nucleo-
plasty is confusing, in that chymopapa-
in is considered optional. This recom-
mendation has limited value to the in-
jured worker in the United States, as chy-
mopapain is not available to physicians in
the United States. Numerous other tech-
nologies are also available to perform nu-
cleoplasties, but none are referenced in
the ACOEM literature. ASIPP guidelines
note that the current literature provides
only limited support for this procedure.

IDET is a controversial procedure
which has generated much discussion.
ASIPP finds that the evidence for short-
term relief is moderate. ACOEM does
not offer a clear-cut stand. They appear
to avoid the issue by attempting to declare
it moot, as the decision to perform IDETs
is based upon the results of discography,
a technology which ACOEM (but not
ASIPP) discredits.

The analysis provided by ASIPP as to
the strength of evidence supporting var-
ious interventions has been refined into
two proposed low back treatment algo-
rithms (5). These algorithms are more

fully discussed in a previous ASIPP Guide-
line (30). Figure 2 presents an algorithmic
approach to the application of therapeu-
tic interventional techniques in the man-
agement of chronic low back pain. Figure
3 presents an algorithmic approach to the
treatment of chronic low back pain with-
out disc herniation (somatic or nonradic-
ular pain).

In addition to the proposed algorith-
mic approaches, the ASIPP Guidelines of-
fer detailed commentary as to what cri-
teria should be considered prior to per-
forming any intervention and, for select-
ed procedures, how often various inter-
ventions should be delivered and what
thresholds should be met to warrant re-
peating procedures.

The ASIPP Guidelines have provid-
ed a robust, incisive, encyclopedic analy-
sis of the available medical evidence per-
taining to the use of interventional tech-
niques in treating low back injuries which
limit activity for more than three months
after the injury. They comply more close-
ly with the accepted criteria for guideline
development than do the ACOEM Guide-
lines. The ASIPP Guidelines cover inju-
ries not covered by the ACOEM Guide-
lines and are clearly “evidence based med-
ical guidelines generally recognized by
the medical community”. There should
be no confusion as to whether the ACO-
EM Guidelines cover injuries after three
months, given the clear description of the
ACOEM methodology and intent; they do
not apply to chronic low back pain. Ac-
cordingly, the ASIPP Guidelines should be
considered as a supplement to the ACO-
EM Guidelines, dealing with low back re-
lated activity limitations persisting be-
yond three months.

CONCLUSION

ACOEM has published its second
edition of Occupational Medicine Prac-
tice Guidelines. These Guidelines of-
fer a well considered and valuable means
to evaluate and treat acute occupational
medical problems. The ACOEM Guide-
lines provide a comprehensive, well-con-
sidered methodology for dealing with
acute low back activity limitations. They
are not designed to deal with chronic low
back related activity limitations.

They have been mandated in Cali-
fornia as being the appropriate Guidelines
to follow for work related injuries. Cali-
fornia law allows other generally accepted
evidence-based Guidelines to supplement
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Chronic Low back pain

1
Somatic Pain

i. FacetJoint Pain
Intraarticular
Facet joint blocks* /
Medial branch blocks or
Radiofrequency
Thermoneurolysis
ii. SlJoint Pain*
Sl joint blocks
iii. Discogenic Pain
Intradiscal therapy**

not based on evidence synthesis
** Emerging Technology

1
Radicular pain

i.  No Surgery/ Post Surgery/ Spinal Stenosis
Step I: Caudal / Interlaminal*
or
Transforaminal epidural
Step Il: Percutaneous Adhesiolysis
ii. No Surgery
Step Il1: Discography and Intradiscal therapy
iii. Post Surgery
Step IV: Spinal Endoscopic Adhesiolysis*
Step V: Implantable therapy

* Intraarticular facet joint blocks , Interlaminar epidurals, Sl joint blocks, and spinal Endoscopic Adhesiolysis are

chronic low back pain

Fig. 2 An algorithmic approach to the application of therapeutic interventional techniques in the management of

Chronic low back pain

Based on suspicion

I_I_I

Facet joint blocks Provocative discography Sl joint injection
Positive Negative Positive Negative Positive Negative
Provocative Facet joint Facet joint
discography blocks blocks

——

Positive Negative Positive Negative Positive Negative
Sl joint Sl joint Provocative
injection injection Discography
Positive Negative Positive Negative Positive Negative
Transforaminal Transforaminal
Epidural injection Epidural injection

|Fig. 3. An algorithmic approach to diagnosis of chronic low back pain without disc herniation (somatic or nonradicular pain)

the ACOEM Guidelines for injuries not sive, encyclopedic review of the available porting various interventional pain pro-
covered by the ACOEM Guidelines. medical literature, performed in close ad-  cedures for the treatment of chronic low

This analysis demonstrates that the

herence with AHRQ methodology, to de- back pain. The ASIPP Guidelines con-

ASIPP Guidelines provide a robust, inci- termine the strength of evidence sup- form more closely with accepted crite-
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ria for Guideline development, comply-
ing with 23 out of 25 key elements, than
do the ACOEM Guidelines, which comply
with 12 out of 25 key elements.

The ACOEM Guidelines are limited
to the first three months of injury. Any
comments made in these ACOEM Guide-
lines to the efficacy of treatment should
be limited to that time period. Because
of the absence of coverage of the ACO-
EM Guidelines after three months and be-
cause of the preponderance of evidence
and superior developmental methodol-
ogy presented in the ASIPP Guidelines,
after three months of injury the ASIPP
Guidelines should supplement the ACO-
EM Guidelines; the ASIPP Guidelines are
presumptively correct during this time
period. Accordingly, it does appear that
the ACOEM Guidelines do require sup-
plementation by the ASIPP Guidelines
for the treatment of low back injuries
persisting beyond three months. If situ-
ations arise where there is ambiguity as
to which Guideline should prevail, the
ASIPP Guidelines should be considered
presumptively correct because of their su-
perior methodology and the preponder-
ance of evidence which they provide to
support their Guidelines.
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