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STANDARDIZATION OF INDIVIDUALIZED
TREATMENTS IN A RANDOMIZED
CONTROLLED TRIAL OF ACUPUNCTURE
FOR STROKE REHABILITATION

Dear Editor:

Considerable research in Asia and the West has evalu-
ated the efficacy of acupuncture for stroke survivors.!~ The
results of this research have been contradictory or equivo-
cal. Most stroke studies in the West have used formulaic,
fixed acupuncture protocols,’~” in contrast to the individu-
alized treatments that are emphasized in the practice of Tra-
ditional Chinese Medicine (TCM). This approach may have
introduced important biases in the evaluation of acupunc-
ture and underestimatied its benefits.3~!!

In a randomized controlled trial of stroke survivors with
persisting symptoms (>6 months),”® we used treatment
manualization, an approach!! that permitted us to systemat-
ically administer individualized acupuncture protocols in the
study. Treatment manualization provides replicability and
standardization, while maintaining fidelity to traditional
acupuncture treatment principles. The use of a treatment
manual provided us with a clearly articulated theoretical
framework, objective decision algorithms for diagnosis and
treatment, and a protocol for training and evaluating practi-
tioner competence and adherence to treatment.!!2 It led to
an objective, repeatable intervention with high internal va-
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lidity tailored to the characteristics of individual patients.
Manualization has been successfully employed in other clin-
ical trials of acupuncture'3-1¢ and the general process has
been described in detail elsewhere.!! In the following, we
illustrate the practical steps required to develop a manual
using our chronic stroke trial as an example.

By using a survey, we identified a panel of 12 acupuncture
experts within the New England School of Acupuncture fac-
ulty (total faculty = 70) with extensive training and clinical
experience in treating stroke. Six faculty members agreed to
participate in the manual development process. Four were
trained in traditional Chinese acupuncture and two in Japan-
ese-style acupuncture; four had received their training in Asia
(three in China, one in Japan) and two in the United States.
Their clinical experience ranged from 15 to 20 years.

In contrast to acupuncture for acute and subacute stages of
stroke recovery, little research has investigated the potential
benefits of acupuncture administered during the chronic
stage.!7~1° Therefore, our manualization process aimed at en-
hancing the limited available research evidence. Our purpose
was to define a conceptual framework, design an optimal treat-
ment protocol for this population of stroke patients, develop
an appropriate sham control, and set guidelines for treatment
implementation. A researcher (RS) with extensive experience
in the manualization process led the overall process.

We conducted a series of structured planning meetings us-
ing a focus group format to develop and agree upon the con-
tent of the treatment manual. After an initial informational
meeting, each expert independently completed a protocol ques-
tionnaire (PQ) that included questions on the TCM framework,
specific acupuncture techniques, expected clinical outcomes,
and adaptations required for research (Table 1). These results
were synthesized and then presented to the panel along with a
review of the literature evaluating acupuncture for stroke. The
literature review employed conventional search engines (MED-
LINE®, Cochrane, and Current Contents/Web of Science), as
well as an internal database at NESA’s Library that catalogs
textbooks and articles from 63 alternative and complementary
therapy (ACT) journals not indexed in MEDLINE. A total of
366 papers and books were identified that examined the use of
acupuncture for stroke patients. Two members of our team re-
viewed this literature and excluded review papers and studies
that did not explicitly describe treatment interventions or Ori-
ental Medicine diagnoses. Studies were organized by treatment
style (e.g., TCM, Korean, modern scalp) and techniques (e.g.,
manual stimulation versus electroacupuncture). A qualitative
summary of the literature was presented to the expert panel,
and representative articles of different styles and techniques
were given to each expert to review.

Four styles of acupuncture were represented by the panel:
Traditional Chinese Medicine (TCM)?! and three styles of
Japanese acupuncture: Meridian Therapy;?>23 Manaka sys-
tem,?* and Yamamoto scalp acupuncture.?’ The team agreed
on a TCM approach because greater clinical experience
treating stroke with TCM was found within our expert panel
and the research literature was more informative for TCM.
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TABLE 1. PRACTITIONER QUESTIONNAIRE (PQ)?

Framework

Treatment strategy

Clinical outcomes

Modifications to
protocol for use in
a randomized
control trial (RCT)
Additional
comments and
recommendations

What Chinese acupunture (TCM) concepts would you use to evaluate and treat patients in
the chronic phase of stroke? How would you classify these patients?

Describe complex clinical presentations you would expect to find? (Consider age, sex
distribution, and nature of neurologic impairments and disabilities.)

Outline the treatment principles you would apply to each presentation.

Specify which acupunture points you would select to address each clinical presentation and
target each treatment principle (e.g., points on the yang channels of the affected limb with
points to address the individual patttern, or scalp points and yang channel points).
Describe the specific techniques (e.g., scalp versus body points, manual stimulation versus
electrostimulation) you would use, including where and when.

Describe the ideal frequency and duration of treatment.

What areas of improvement would you expect to see from their treatments?

In what areas would you expect to see little or no change?

What limitations and challenges do you forsee in applying the protocol in an RCT?

What modifications might you make to the protocol if you were to apply it in an RCT?

Please add any comments or recommendations regarding diagnosing and treating stroke from
a TCM perspective.

2Qutline of the questionnaire that was completed independently by each expert panel participant to gather information about the
conceptual framework and treatment strategies most often used in the treatment of stroke.

TABLE 2. Bopy TREATMENTS?

Acupuncture

points

Treatment number
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TABLE 2. BopYy TREATMENTS?® (CONTINUED)

Treatment number

Acupuncture
points 1 2 5 6 9 10 13 14 17 18
UB 13 X X
UB 20 X X X
UB 23 X X X X
Du 26 X
P5 X
Additional presenting
symptoms
Poor sleep Ht 7 X X
Depression Du 20 X X X X X
(withdrawal Ht 7 X X X X
disease) P7 X X X X X

4Representative course of 10 body treatments for a subject randomized to the active acupuncture treatment group. X indicates acupunc-
ture point manually stimulated during a given session. XX indicates acupuncture points electrically stimulated (5 minutes continuous
stimulation followed by 15 minutes of intermittent stimulation, 25 Hz).

TABLE 3. ScALP TREATMENTS?

Treatment number 3 4 7 8 11 12 15 16 19 20

Scalp side areas Right Right Right Right Right Right Right Right Right Right

Upper motor 1st, 1st, 1st, 1st, 1st, 1st, 1st, 1st, 1st, 1st,
2nd 2nd 2nd 2nd 2nd 2nd 2nd 2nd 2nd 2nd

Sensory 1st, 1st, 1st, 1st, 1st, 1st, 1st, 1st, 1st, 1st,
2nd 2nd 2nd 2nd 2nd 2nd 2nd 2nd 2nd 2nd

Leg motor Ist, Ist, Ist, Ist, 1st Ist Ist Ist Ist Ist
2nd 2nd 2nd 2nd

#Representative course of 10 scalp treatments for a subject randomized to the active acupuncture treatment group. Various move-
ments performed while the scalp needles were in place (e.g., walking, arm and or leg rotation, stretching). 1st, 2nd refer to fifths

(regions) of scalp lines.

We continued the process with only those members of the
expert panel who practiced TCM (n = 4).

In a subsequent meeting, the diagnostic framework, struc-
ture of intake, treatment protocols, type of stimulation, and
sham intervention were discussed. The final protocol con-
sisted of general body acupuncture points using manual or
electro stimulation (to treat paralsyis, address the TCM
pathologic factors, and support additional symptoms), com-
bined with a modern system of “scalp” acupuncture (to in-
crease muscle power and motor function).?!2627 Body and
scalp acupuncture protocols were alternated (two body treat-
ments a week followed by two scalp treatments the next
week) for 10 weeks (20 total).

This information was collated into a working draft of the
treatment manual, which was further refined with the input of
the panel’s two TCM practitioners with the most experience in
treating stroke (CXM and ZZZ); these practitioners were also
chosen to administer all treatments in our pilot study. Tables 2
and 3 summarize the active protocol for the 10 body and 10
scalp treatments in a representative study participant. A com-
plete description of the sham protocols is presented elsewhere.?

Most acupuncture research in the West aims to evaluate the
efficacy of acupuncture for biomedically defined conditions
(e.g., stroke), and employs exclusively biomedically based
screening and eligibility criteria. From the acupuncture per-
spective, people who meet these criteria include a heteroge-
neous population of patients for whom a single fixed treatment
protocol will lack specificity and is unlikely to be optimally
effective. The use of fixed acupuncture treatment protocols
may be appropriate for some types of acupuncture research
(e.g., single points to target specific physiologic processes)>®-3°
or certain conditions (e.g., knee pain, emesis) for which fixed
protocols have been proved effective.3'-33 However, for com-
plex clinical conditions such as stroke, treatment individual-
ization is the standard clinical approach, and the use of fixed
protocols for these conditions lacks ecologic validity. Manu-
alized protocols offer a solution for balancing the need for
treatment individualization with objective standardization and
replicability required for clinical trials. Manualization may
have important applications in other areas of ACT research
(e.g., massage, herbal medicine), which often tailor treatment
to the individual.
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