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Clinical Practice Guideline: Acupuncture for the Treatment of Rheumatoid
Arthritis

Date of Implementation: March 18, 2010

Product: Specialty

POLICY

American Specialty Health — Specialty (ASH) clinical committees have determined that
acupuncture for the treatment of pain and dysfunction associated with rheumatoid
arthritis (RA) is professionally recognized and may have a favorable benefit:risk profile.
A trial period of acupuncture for the treatment of pain and dysfunction associated with
RA to assess effectiveness for individual patients is supported by the available evidence.
However, the clinical effectiveness of acupuncture for treatment of the underlying
inflammatory process related to RA is inconclusive and requires further study to
determine its efficacy as compared with the currently accepted professional standard
means of treatment.

PROCESS AND DEFINITIONS
When developing, reviewing, and approving clinical policy, ASH peer-review
committees consider whether the technique/procedure:

e |s established as clinically effective by:

o Scientific information published in an acceptable peer-reviewed clinical
science resource, and

o The consensus opinion of the Evidence Evaluation Committee (EEC)
when available;

e |s professionally recognized by:

o Inclusion in the educational standards accepted by the majority of the
professions’ educational institutions,

o Wide acceptance and use of the practice, and

o Recommendations for use made by healthcare practitioners practicing in
the relevant clinical area;

e Poses a health and safety risk; and
e Is plausible or implausible

o A belief, theory, or mechanism of health and disease that can be
explained within the existing framework of scientific methods, reasoning,
and available knowledge is considered plausible.

o A treatment intervention or diagnostic procedure that requires the
existence of forces, mechanisms, or biological processes that are not
known to exist within the current framework of scientific methods,
reasoning, and available knowledge is considered implausible.
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Substitution harm (indirect harm): Compromised clinical outcomes caused by:

e Utilizing a specific diagnostic or therapeutic procedure when the safety, clinical
effectiveness, or diagnostic utility is either unknown or is known to be unsafe,
ineffective, or of no diagnostic utility, instead of a diagnostic or therapeutic
procedure known to be safe, be clinically effective, or to have diagnostic utility;
or

o The utilization of a diagnostic or therapeutic procedure that is substantially less
effective or safe than another procedure with established safety, and clinical
effectiveness or utility.

Labeling effects (non-specific harm): The harm that results from identifying in a
patient a condition or a finding that is not clinically valid.

Safe: The terms “safe” and “safety,” are used only with specific reference to the absence
of direct harm. Direct harm would include any injury to a patient caused by the
mechanical, thermal, biological, chemical, pharmacological, electrical, electromagnetic,
or psycho-dynamic properties of a diagnostic or therapeutic procedure, and as such, the
procedure would be considered unsafe.

Direct harm: Any injury to a patient caused by the mechanical, thermal, biological,
chemical, pharmacological, electrical, electromagnetic, or psycho-dynamic properties of
a diagnostic or therapeutic procedure.

Benefit versus risk profile: The relative effectiveness or utility of a therapeutic
intervention or diagnostic procedure versus its potential for direct harm.

e Positive (benefits outweigh risks),

e Negative (risks outweigh benefits), or

e Equivocal (available information is inconclusive).

Acupuncture Safety

e Major adverse events associated with acupuncture are exceedingly rare.

e Minor adverse events (e.g., bruising, soreness at needle insertion point) associated
with acupuncture were found to be common and transient.

e The incidence of adverse events of acupuncture is substantially lower than that of
many drugs or other accepted invasive procedures.

e Proper patient selection and acupuncture technique are very important for
acupuncture safety.

Description/Background

Rheumatoid arthritis (RA) is an autoimmune disorder causing persistent, destructive,
symmetrical polyarthritis often associated with the hands and feet, although it may
involve any synovial joint. The diagnosis is based on clinical exam and systematized
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diagnostic criteria: number of swollen and tender joints, erythrocyte sedimentation rate
(ESR), C-reactive protein (CRP), levels of rheumatoid factor (RF), and anti-cyclic
citrullinated peptide (anti-CCP) (Combe et al., 2007).

RA is the most common inflammatory disease of the joints and affects approximately
0.6% of the total US population, with estimates of prevalence ranging from 1-6 per 1,000
for men and 3-12 per 1,000 for women (Helmick et al., 2008; Lawrence et al., 2008;
Combe et al., 2007). RA typically presents between 35 and 45 years of age, yet occurs
with increased frequency as persons age. Although specific genes have yet to be
identified a genetic link is suggested. The only identified modifiable risk factor is
smoking cessation (Woolf & Akesson, 2007). Treatment strategies should focus on
reductions in pain, inflammation, disability, radiological damage, and the development of
co-morbidities (Combe et al., 2007).

Evidence and Research

The review by Wang et al. highlights key methodological flaws that limit the ability to
appropriately perform meta-analyses of acupuncture trials (Wang et al., 2008).
Heterogeneity of trials is endemic in the field of acupuncture research, and includes
issues related to participants, outcomes, and treatments (acupuncture dose/intensity,
control type, and duration variations). The authors highlight the differing styles of
acupuncture of the included trials, e.g., wide variation in the number of acupuncture
points (acupoints) (1-24) and treatments (1,180). Astute observation of these issues led to
recommendations for future studies to focus on the optimum dose (effective evidence-
based dose/intensity including number of acupuncture points, frequency of acupuncture
sessions, and intervention duration) of acupuncture treatments for RA.

The review by Lee et al. chose to interpret the data comparing acupuncture to
pharmaceutical interventions in a negative light, despite the equivalence of findings (Lee
et al., 2008b). It has been suggested that acupuncture should be held to the same level of
effectiveness as currently accepted therapies, i.e., acupuncture is at least as good as the
current usual care, yet with less adverse effects (Hammerschlag, 1998). Lee et al.
comment that 75% (6/8) of randomized controlled trials (RCTs) reported mild overall
adverse effects of acupuncture treatment. They go further to report, “In comparison to
those of standard drug treatments such as NSAIDs, these were mild, infrequent, and
perhaps even negligible.” The review also addressed the methodological limitations of
the included trials and specifically highlighted the small sample size of the two (2) most
recent placebo controlled trials (Tam et al., 2007; Zanette et al., 2007). The authors go so
far as to warn against drawing firm conclusions from the literature resultant to these
limitations.

A few additional trials are worth mentioning as they highlight potential mechanisms,
treatment optimization, and synergistic effects of acupuncture and related modalities for
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the treatment of RA. The most recent is a brief report of an outcomes trial investigating
the hypothesis, “Acupuncture modulates oxidative stress by enhancing the activity of
antioxidants in RA patients” (Kim et al., 2009). This report is an addendum to a pilot
project investigating the feasibility of acupuncture in the symptom management of RA
(Lee et al., 2008a). Participants (n=25) received fourteen (14) individualized acupuncture
treatments over six (6) weeks to observe the standardized criteria of the American
College of Rheumatology (ACR) as well as antioxidant status (e.g., Superoxide
dismutase[SOD]) and total antioxidant status (TAS). As part of the exploratory analysis,
participants were divided into two groups, responders (>50% reduction in swollen joint
counts) or non-responders (<50% reduction in swollen joint counts) (Kim et al., 2009).
The findings suggest the reduction in the number of swollen joints (Lee et al., 2008a) was
significantly related to the up-regulation of SOD activity as acupuncture induced
increased activities of SOD as compared to non-responders (Kim et al., 2009).

A recent exploratory outcomes trial on acupuncture in RA patients (n=6) reports on the
potential use of positron-emission tomography (PET) as a relevant biomarker (Sato et al.,
2009). Participants received ten (10) standardized sessions over eight (8) weeks and
outcome assessments included: PET imaging to ascertain potential regional inflammatory
findings, systemic inflammatory markers (ESR), and subjective (visual analog scale
[VAS]) and objective (range of motion [ROM]) assessment. The results indicate that
acupuncture relieved pain, enhanced physical function, and improved quality of life, yet
no statistically significant change was shown either in systemic inflammatory markers
(ESR) or in regional inflammatory findings (PET). Contrary to the previously stated
findings reported by Kim et al. and Lee et al., the authors suggest that the regional effects
of acupuncture are unlikely to be induced through reduction of regional inflammation.

As highlighted in the review by Wang et al., numerous RCTs are subject to
methodological flaws in treatment adequacy (Wang et al., 2008). An outcomes trial from
China followed participants (n=47) treated with a total of six (6) courses of acupuncture
(one [1] course equal to ten [10] treatments) and assessed inflammatory markers (e.g.,
ESR) and objective measures (e.g., swelling and pain of joints) at the end of three (3) and
six (6) courses of treatment (Wang et al., 2007). As compared to results at the end of
three (3) courses of treatment, six (6) courses offered significant improvements in all
outcomes, highlighting the call for investigations into “an evidence-based assessment on
frequency and intervention duration of acupuncture session” (Wang et al., 2008). In line
with the need for mirroring treatment plans that appropriately reflect clinical practice,
assessment of potential additive (or synergistic) effects of co-interventions of
acupuncture are needed.

As noted, no large scale RCTs have been conducted on the benefits of acupuncture for
the treatment of rheumatoid arthritis. The five (5) systematic reviews are a result of
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several small scale pilot RCTs. The lack of large scale, well-designed RCTs precludes
firm conclusions from being drawn.

Conclusions
The evidence is insufficient to support or refute the use of acupuncture for the treatment
of rheumatoid arthritis.
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