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Abstract

Background: Traditional therapies are crucial in maintaining and improving human well-being.
China’s healthcare policymakers are attempting to use health technology assessment (HTA) asa
decision-making supportive tool. The value assessment framework for Chinese patent medicine
(CPM) has been developed and is being adopted and validated widely by research institutions.
Subsequently, the healthcare decision-makers particularly hanker for the value framework of
traditional non-pharmacological therapies.

Methods: To construct a practical value framework for traditional non-pharmacological ther-
apies, a scoping review methodology was adopted to identify the evaluation domains and
obstacles. A search, screening, and analysis process was conducted according to the Preferred
Reporting Items for Systematic Reviews and Meta-Analyses extension for Scoping Reviews
(PRISMA-ScR). Evidence was retrieved from scientific databases and HTA agencies’ websites.
Results: The search strategy identified 5 guidelines records and 17 acupuncture HTA reports. By
synthesizing the valuable reports of CPM and acupuncture evaluation in representative coun-
tries, this study found that Mainland China was promoting the comprehensive value assessment
of CPM, whereas the United Kingdom, Singapore, Canada, the United States, and Malaysia had
carried out the HTA evaluation of acupuncture for various conditions among which chronic
pain was the most common. UK and Singapore applied the HTA results to support acupuncture
reimbursement decisions. Three domains, including safety, effectiveness, and economy, were
commonly adopted. The identified biggest challenge of evaluating traditional non-
pharmacological therapies is the scarce high-quality clinical evidence.

Conclusions: This study identified value domains and issues of traditional therapies, and
pointed out future research implications, to promote the development value framework of
traditional therapies.

Introduction

Traditional, complementary, and integrative medicine (TCIM) has demonstrated its unique
advantages and values in improving people’s health, and 170 of 194 (88 percent) WHO member
states have admitted the formal use of TCIM within their health systems in an investigation (1;2).
TCIM is an integrated conception, encompassing three parts: “traditional” therapy is viewed as a
total sum of historical knowledge and beliefs unique to different ethnic groups, “complementary”
therapy is defined as a non-mainstream practice used together with conventional medicine, while
an “integrative” therapy is a combination of complementary approaches used in conjunction
with conventional medicine (3). Among these, acupuncture has witnessed thriving and pros-
perous worldwide, though this technique was originally a feature of traditional Chinese medicine.
According to the WHO’s survey including 129 countries, 80 percent of them recognized the use
of acupuncture, with 18 countries reimbursing acupuncture in their healthcare service system (1).

To promote the high-quality development of TCIM, plenty of policies touching on clinical
efficacy evaluation and value-based HTA have been introduced in China. Those evaluation
systems are designed to showcase the theories, features, and value of TCIM, and eventually to
inform the reimbursement decision-making and pricing of TCIM services (4). Furthermore, the
value assessment framework for Chinese patent medicine has been issued by an academic
institution. Whereas, there is no value framework for non-pharmacological therapies up to
now. Therefore, Chinese healthcare decision-makers are pretty eager to use such tools to support
their policy adjustment.
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Apparently, to galvanize the reviving of TCIM, it is imperative to
incorporate more traditional medicine services into health insur-
ance coverage based on the high-quality value evaluation evidence
(5). Consequently, It is necessary and valuable to conduct a scoping
review of HTA practice in TCIM to have a general understanding of
the evaluation dimensions and challenges. Given the wide adoption
of acupuncture, the HTA reports of acupuncture can be more easily
accessible than those of other traditional non-pharmacological
therapies. It can bring more practical insights to develop the value
assessment framework of traditional non-pharmacological tech-
nology by reviewing and synthesizing value domains and weak-
nesses mentioned in HTA reports of acupuncture treated for
various diseases. We hope that the value framework can conduce
to elucidate the potential value of traditional non-pharmacological
therapies for disease prevention, treatment, and rehabilitation, and
inform healthcare management and reimbursement policy-making
in China.

Methods
Study Design and Search Strategy

To outline the evaluation framework of TCIM informing the value
assessment and reimbursement decision making, a scoping review
of the HTA guidelines for TCIM and HTA reports for acupuncture
was conducted, complying with the methodological framework
introduced by Arksey and O’Malley and refined by the Joanna
Briggs Institute (6-8).

The PRISMA-ScR was adopted to elaborate this study and the
PRISMA-ScR checklist can be found in Supplement 1. HTA, trad-
itional medicine, complementary medicine, acupuncture, and other
similar terms were used as keywords to construct the search strat-
egy, retrieving the published literature on HTA in TCIM from
relevant electronic databases, such as Medline (PUBMED),
EMBASE, Web of Science, the International HTA database hosted
by INAHTA, CNKI, Wanfang, and HTA agencies, including the
National Institute for Health and Care Excellence (NICE), the
Agency for Care Effectiveness (ACE), the Canadian Agency for
Drugs and Technologies in Health (CADTH), the Institute for
Clinical and Economic Review (ICER), the Scottish Medicines
Consortium (SMC), the Swedish Agency for Health Technology
Assessment and Assessment of Social Services (SBU) from incep-
tion to January 2023. The full search strategy can be found in
Supplement 2. The scoping review protocol was not registered in
a registry.

Study Selection

Given the purpose was to pay attention to the HTA domains of
TCIM and the HTA differences between TCIM and modern med-
ical products, studies focusing on guidelines or standards specific to
TCIM were included. In consideration of scarce assessment guide-
lines of TCIM, HTA reports of acupuncture for any diseases in the
context of HTA organizations or agencies or other bodies world-
wide were included as well, used to summarize HTA domains and
characteristics of TCIM. HTA reports written in Chinese or English
and available full texts were included. The detailed inclusion and
exclusion criteria are shown in Table 1. The preliminary screening
by titles and abstracts as well as the final screening by full texts was
performed by two independent researchers (D.D. Ai and C.AX.
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Table 1. Inclusion and exclusion criteria

Inclusion criteria Exclusion criteria

Intervention  « Guideline: specific to
traditional, complemen-
tary, and integrative
medicine

Case study: Acupuncture
or dry needling

General guidelines

Study type « Guidelines or consen- Systematic reviews or
suses or standards for Economic evaluations or
TCIM for single traditional
« HTA reports for acu- technology
puncture
Context HTA agencies or bodies -
worldwide
Language Chinese, English Any other languages

Duan) to determine the eventually included literature and potential
disagreements were solved by a third author (B.Y. Sui).

Data Extraction

A predefined qualitative data form encompassing report charac-
teristics, HT'A agency, country, year of publication, HTA domains,
population, intervention and comparator, results, limitations, and
implications were used to extract key information by two inde-
pendent researchers.

Data Synthesis

A descriptive analysis and a narrative synthesis were performed
employing tables to synthesize the HTA domains and the main
characteristics of each report.

Results
Reports Selection

Overall, of the 993 records retrieved after deduplication, 971 were
screened out since they were studies without acupuncture as an
intervention, studies focusing on a narrative review of HTA in
traditional medicine, or no guideline or consensus. Finally, 5 guide-
line or consensus records from China (9-13) and 17 acupuncture
HTA reports from international HTA agencies (14-30) were
included in the review. The full selection process is depicted in
Figure 1.

Description of Included Studies

Outline of HTA Guidelines or Consensus in TCIM

Five guidelines or consensus records (9—13) about value assessment
of Chinese patent medicine released by Chinese academic groups
were identified, while there were no published HTA guidelines or
consensus for TCIM in other countries and regions. In 2021, the
China National Health Commission (NHC) issued the Manage-
ment Guideline for the Clinical Comprehensive Evaluation of
Drugs, which involved six domains, including safety, effectiveness,
economy, innovation, suitability, accessibility, to measure the value


http://doi.org/10.1017/S0266462324000151
http://doi.org/10.1017/S0266462324000151
https://doi.org/10.1017/S0266462324000151

International Journal of Technology Assessment in Health Care

[ Identification of studies via databases

Identification of studies via other methods ]

1

Records identified from:

c Records identified from*:
-% Databases (n=1154), including: Record§ removed before HTAAgency Websites (n=85),
= CNKI (n =68); Wanfang (n=81); screening: including:
= Medline (n=183); Embase (n=445); > Duplicate records removed NICE (n=31)
Z WoS (n=238); INAHTA (n=139) (n'=248) SMC (n=0)
= Additional records from other CADTH_(”=33)

sources (n=3) QCB:E E:;:?z)

ICER (n=6)
) l
Records screened i Records excluded
(n =909) g (n =849) v
l Reports sought for retrieval Reports not
=] (n=85) retrieved (n = 0)
= Reports sought for retrieval . Reports not retrieved
o (n =60) unavailable full-text (n =25)
A l T Reports excluded:
Reports assessed for eligibility
Reports excluded: (n = 85) > (":]0 H1T7'°)\ report
Reports assessed for eligibilit: =
(n=35) 9nmy »> Conferenge Abstracts (2) Duplicate records
No guideline or consensus (n=1)
l (n=20) No separate
acupuncture part

K Guideline or consensus (n=5) in a report (58)
E Acupuncture HTA Reports
= (n=17) <

Figure 1. PRISMA flow diagram.

of a drug based on the HTA methods and multiple-criteria decision
analysis (MCDA) to improve clinical rational use of medicines (31).
Since then, China healthcare sectors and academic groups have
been promoting clinical comprehensive evaluation of drugs. With
that management guideline, in the field of TCIM, the Chinese
Association of Traditional Chinese Medicine, the Chinese Acad-
emy of Chinese Medical Sciences and other institutions drafted or
promulgated technical evaluation guidelines or technical specifica-
tions, and carried out clinical comprehensive evaluation of specific
Chinese patent medicines, of which the evaluation dimensions were
basically consistent with management guidelines issued by NHC
(9-13). Notably, some institutions added up Chinese medicine-
specific indicators, such as the traditional Chinese medicine theory,
human use experiences, and so on (11;12). In another technical
guideline developed by the Institute of Clinical Basic Medical
Sciences of the Chinese Academy of Chinese Medical Sciences,
the three dimensions, namely safety, effectiveness, and economy,
were drawn up from the national clinical comprehensive evalu-
ation, and the other dimensions (application, science and stand-
ards) reflecting the features of TCM were proposed by Delphi
method (see Table 2) (10;13).

Internationally, even though some HTA of TCIM were con-
ducted to provide evidence for medical insurance coverage

decision-making, there was currently no published value assess-
ment framework or economic evaluation method aimed at trad-
itional medicine or non-pharmacological therapies in other
countries and regions. South Korea, Switzerland, Singapore,
and the United Kingdom have attempted to apply HTA for
traditional and complemental medicine to inform medical insur-
ance reimbursement. In Korea, Hanbang services have been
covered in the benefits schedule in the country’s National Health
Insurance (NHI) since 1987. Currently, health insurance benefits
of Hanbang are especially focused on treatments such as acu-
puncture, moxibustion, and cupping, while herbal medicines
coverage is relatively rare. To promote Hanbang, it is necessary
to prioritize the extension of health benefits to herbal medicines
and traditional techniques with a lower rate of coverage. Conse-
quently, the National Development Institute of Korean Medicine
(NIKOM) has developed a strategic plan that includes the devel-
opment of economic valuation guidelines specific to Hanbang
services under the current HT'A system. In line with the evidence-
based decision making and value purchase principles, the gov-
ernment led the formulation of Hanbang clinical practice guide-
lines for services, the first batch of which contained 27 diseases
(5). In Switzerland, reimbursement for traditional and comple-
mental medicine after 2017 will depend on the results of the

Table 2. Information table for comprehensive evaluation of Chinese patent medicine

References Safety Effectiveness Economy  Innovation

Suitability

Specialties

Accessibility of TCM Application ~ Science  Standards

v v v v

Yuan (9)

\/

\/

v v v v

Zhang (11;12)

\/

v

v v v

Zhang (10;13)
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evaluation projects and international HTAs (2). A systematic
review of technical assessments of traditional medicine con-
ducted by HiTAP, which included peer-reviewed articles, grey
literature, and regional or international guidelines on the evalu-
ation of herbal products and traditional and complementary
medical practices found there was no organized framework to
adapt economic evaluation methods to the unique features of
TCIM. The reporting of costs and health-related quality of life
remained uncommon in TCIM studies. There was a call for
updating the guidelines on the evaluation of TCIM and develop-
ing better evaluation frameworks (32).

Examples of HTA in Acupuncture

The scoping review identified 17 published acupuncture HTA
reports from five countries, including the United Kingdom
(8) (22-29), the United States (3) (15;16), (21), Canada
(3) (17;18;30), Singapore (1) (14), Malaysia (1) (20), and one
international academic organization, Cochrane (1) (19), between
2003 and 2022. The involved conditions were mainly chronic pain,
and otherwise included allergic rhinitis, induction, irritable bowel
syndrome, and stable angina. Usual care or a sham/placebo acu-
puncture were the most common comparators. Detailed character-
istics of all included reports are provided in Table 3.

The evaluation dimensions mainly contained safety, effective-
ness, cost-effectiveness, medical resources consumed, and guideline
recommendations (see Table 4). Agency for Care Effectiveness
(ACE), a Singaporean HTA organization, also took three other
factors, the clinical needs and disease characteristics, organizational
feasibility, and ethical or social issues, into consideration (14). The
assessment report of the Institute for Clinical and Economic Review
(ICER) in US mentions health insurance coverage, other important
benefits or risks (21). Generally speaking, all evaluation bodies
attached importance to the quality of the evidence of safety and
effectiveness. In Singapore, guided by the medical device technol-
ogy guidelines, ACE conducted the evaluation of acupuncture,
which predicted the resources utilization with the technology’s
annual cost and the number of patients who may benefit from
it. The organizational feasibility assessment aimed to identify bar-
riers and facilitate technology’s adaptation into their public health-
care system, and any organizational factors that might influence the
technology’s performance or use in clinical practice.

The clinical comparative effectiveness results varied from dif-
ferent patient population in the comparison of acupuncture with
placebo or sham acupuncture (14-30). When only synthesizing
high-quality clinical evidence, acupuncture was more effective
than sham acupuncture or usual care for all of these chronic pain
conditions. However, there were plenty of low-quality clinical
studies, resulting the inconclusive conclusions. Methodological
flaws leading to the generally downgraded evidence quality, were
pointed out most frequently. The evidence quality was typically
downgraded due to risk of bias and imprecision, like small sample
size, inappropriate randomized sequence generation, lack of allo-
cation concealment, inadequate level of blinding, various types of
sham acupuncture, considerable heterogeneity among studies,
poor reporting of treatment details about interventions and com-
parators, high placebo response, and non-standardized additional
treatments, which finally resulted in unclear and inconsistent
clinically relevant benefits. Plus, subjective measures lack of
standardization, clinical validation, length of appropriate follow-
up, and minimum clinically important difference (MCID) were
also challenged. Typically, the continuous outcome results
focused only on statistically significant changes, so it was difficult
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to interpret the clinical significance of average changes in meas-
ures of function, quality of life, and pain. Furthermore, although
most of the therapies were for chronic pain, long-term follow-up
clinical outcomes were not reported in these studies.

Otherwise, the adverse events data for these trials was limited
as this was generally found in a few studies with a short follow-up
time and so it was unclear whether this was representative of the
events expected to be seen in real-life clinical practice. Also, severe
adverse reactions were scarce. Considering the beforementioned
limitations about clinical effectiveness, there was a limited evi-
dence, and thus many extrapolation assumptions applied in the
cost-effectiveness analysis models were lack of robust evidence.
The cost-effectiveness results of acupuncture compared with no
treatment were inconsistent among various studies, and by limit-
ing the treatment session and duration, acupuncture was likely to
become a cost-effective intervention within the country’s thresh-
old (25;27).

Discussion
Summary of Main Findings

Overall, there were still no other HTA guideline or consensus of
TCIM besides clinical comprehensive evaluation guideline pub-
lished by academic agencies in China. Typically, the evaluation of
TCIM adhered to general guidelines drafted by HTA agencies.
The evaluation domains included safety, effectiveness, economy
(involving cost effectiveness and consumed medical resources),
innovation, suitability, accessibility, specialties of TCM, applica-
tion, science, standards, guidelines recommendations, clinical
needs and disease features, organizational feasibility, health
insurance coverage, among which safety, effectiveness, and econ-
omy were the most frequent domains.

The role and function of TCIM HTA in policy-making varied
across the countries. Despite the fact that forty-five of the WHO
member states currently had health insurance coverage for trad-
itional medicine and T&CM practices (e.g., acupuncture and chiro-
practic) (2). Few countries or regions applied HTA to support
medical insurance decision-making for traditional medical services
(33), and countries with well-developed HTA knowledge transla-
tion mechanism such as the United Kingdom, Singapore, and
Switzerland are exploring the use of HTA to support medical
insurance access for acupuncture (2;14;22-29). With the need to
cover more tradition medical technologies in insurance coverage,
evidence-based assessment of its value for money would become a
matter of growing importance. There was an appeal to focus on
developing better frameworks for evaluating TCIM in order to
obtain regulatory approval and/or reimbursement (32).

Compared with other narrative reviews about the status and
challenges of HTA and economic evaluation in traditional Chinese
medicine and acupuncture, this study qualitatively synthesized the
value evaluation domains and issues by systematic retrieving evalu-
ation guidelines of TCIM and HTA reports of acupuncture accord-
ing to the methodology framework of scoping review. It was the first
time to synthesize the value evaluation domains of TCIM, even
though those domains were mostly consistent with general drug or
medical device technology evaluation domains. However, some
researchers were appealing and making efforts to add traditional
medical-related factors to value framework (10-13;32). Currently,
it is evident that economic evaluation plays a limited role in
reimbursement decisions for acupuncture (34). Given that specific
healthcare system, costing, healthcare service pathway, and
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Table 3. Summary characteristics of included acupuncture HTA reports

HTA
Country Year  organization  Population Intervention Comparator Outcome main results Challenges and issues
UK (25) 2021  NICE Chronic primary pain « Acupuncture/dry  « Placebo/sham — The recommendation was caveated with ~ — Low to very low evidence quality.
needling o Usual care information on the number of hours of — Lack of blinding
« Electro acupunc- staff time, and banding of staff thatwould ~ — Mostly subjective outcomes resulted in a
ture make the delivery of acupuncture cost— high risk of performance bias.
effective — Uncertainties about the cost—effective-
ness of acupuncture, as there was a
limited evidence base and there were
uncertainties around the cost of the
intervention
UK (28) 2022  NICE Osteoarthritis o Acupuncture/dry  « Sham — The adverse events data for these trials — High to very low evidence quality due to
needling « No intervention was limited as this was generally found in inconsistency and imprecision.
« Electro-acu- small studies with a short follow—up time - Inconsistent types of sham acupuncture
puncture between studies, increasing the uncer-
tainty of the results
— Complex nature of acupuncture treat-
ment: the effect of the relationship
between the health care professional and
the person with osteoarthritis
UK (27) 2021  NICE Primary headaches « Acupuncture o Sham — Some evidence for improvements in — Low and very low—quality evidence
headache days and responder rate — Economic evidence had minor limitations
— Treatment reactions after acupuncture and partial applicability
needling were common. The risk of ser-
ious side effects was low
— Acupuncture was cost—effective when
compared to no treatment in people with
migraine or tension-type headache
(£12,381/QALY) from a published litera-
ture based on an RCT
— An original cost—effectiveness analysis
showed that acupuncture was more
cost—effective than no treatment when 10
or fewer sessions were provided
UK (24) 2017  NICE Irritable bowel syndrome « Single acupunc- o Sham/placebo — No significant effect of acupuncture on — Limited evidence of potentially serious
(1BS) ture « Other type of IBS global symptoms, pain, and quality of adverse effects associated with acu-
« Combination treatment life compared with placebo puncture treatments
acupuncture
UK (26) 2021  NICE Women undergoing « Acupuncture « Usual care — Evidence was insufficient to determine — Insufficient evidence
induction the effectiveness of acupuncture in cer-
vical priming/induction of labor
UK (23) 2016  NICE Stable angina « Acupuncture « Sham — The evidence was mixed: One RCT — Small sample size (<50 patients)
showed some improvement in angina — Without long—term follow-up outcomes
and exercise test variables when com- — The methodology of the trials was not
pared to tablet placebo. However, there well reported and the derived data was
was no improvement in angina or exer- not analyzable
cise test variables in two RCTs that com-
pared acupuncture to sham
UK (22) 2017  NIHR « Osteoarthritis « Acupuncture o Sham — Acupuncture was more effective than — Limited data regarding the long—term

« Headaches
« Shoulder pain

non-acupunc-
ture

sham acupuncture, and was better than
standard medical care for all of these

effects of many non-pharmacological
interventions

(Continued)
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Table 3. (Continued)

HTA

Country Year  organization  Population Intervention Comparator Outcome main results Challenges and issues

« Back or neck pain

chronic pain conditions when based on
high—quality trial evidence

Acupuncture was also cost—effective if
only high—quality trials were analyzed.
When synthesizing all trials, including
both low- and high—quality trials, trans-
cutaneous electrical nerve stimulation
was cost—effective

Low back pain and neck
pain

« Acupuncture
tstandard care

Standard care
Sham
No treatment

The effectiveness of acupuncture was
unclear for chronic arthritis, osteoarth-
ritis, shoulder—arm syndrome, and epi-
condylitis when compared with
alternative treatments

The overall applicability of economic
evaluation estimates to the local context
was unclear

Poor quality of evidence

Small sample size

Unclear clinically relevant benefits
Considerable heterogeneity among
studies

Poor reporting of acupuncture treatment
details

ssaud Aisianun abpliquied Aq auluo paysiiand LS L000YZEZ9¥99205/£101°01/B10"10p//:sdny

« Chronic non—cancer
pain

« Acupuncture

Pharmacological
interventions

No treatment
Usual care

The clinical effectiveness results and
recommendations were variable
depending on the patient population.
Acupuncture decreased pain intensity in
chronic prostatitis/chronic pelvic pain
syndrome, chronic headache, chronic
neck pain, chronic shoulder pain, sciatica,
myofascial pain, hip osteoarthritis, knee
osteoarthritis, and osteoarthritis when
compared to sham. For other pain con-
ditions, the evidence regarding the clin-
ical effectiveness was mixed.

No firm conclusions can be made
regarding the relative cost—effectiveness

Few high—quality primary studies and
many low—quality primary studies

High risk of bias: non-randomized or
unconcealed allocation, lack of blinding
or maintenance, heterogeneous popula-
tion or treatment, non-standardized
additional treatments, or even insuffi-
cient reporting of risk of bias items
Outcomes lack of standardization, clin-
ical validation, length of appropriate fol-
low—up, and minimum clinically
important difference

Economic studies from outside of Canada
might be less applicable within Canada

Musculoskeletal pain
Joint disorders

Joint pain
Derangement of joints
Chronic tendinosis
Tendinopathy

« Dry needling

+injection

No comparator
Usual care

Insufficient evidence on the effects of dry
needling on other outcomes, such as
range of movement or quality of life

Most methodologically flawed primary
studies: inadequate blinding, underpow-
ered to accurately indicate treatment
effects, heterogeneous patient popula-
tions, various outcome measures and
length of follow—up, and non-standard-
ized treatment and comparator inter-
ventions

MCID was not defined, and the results
focused only on statistically significant
changes

Chronic low back or
neck pain

Cognitive and

mind-body
therapies,
including:
Acupuncture
CBT

MBSR

Yoga

Tai chi

« Usual care
« Sham/placebo

Small to moderate improvements in
function and pain compared with usual
care immediately following the comple-
tion of therapy

The differences in outcomes were smaller
and often non-significant clinically when
compared to sham acupuncture, sug-
gesting that much of the benefit may be
from the placebo effect

Difficult to interpret the clinical signifi-
cance of average changes in continuous
measures of function, quality of life, and
pain.

Did not model varying treatment effect-
iveness over time due to the deficit of
long-term trial data, did not model sub-
sequent lines of intervention for individ-
uals who experienced a recurrence of low

(Continued)

1039 I
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Table 3. (Continued)

HTA
Country Year  organization  Population Intervention Comparator Outcome main results Challenges and issues
— The incremental cost of achieving one back pain due to a lack of published
case of improved pain over the 5-year evidence on this estimate
time horizon relative to usual care ranged
from $660 for yoga to approximately
$15,800 for CBT (<$100,000/QALY)

Malaysia (20) 2020 MaHTAS Neurological disorders « Acupuncture « Sham/placebo — None of the clinical trials reported any — Poor quality of the included trials: high
(including headache, « Traditional body  « Scalp acupunc- serious adverse events. risk of bias due to inappropriate ran-
refractory neuralgia, needling ture — Acupuncture was suggested to be clinic- domized sequence generation, lack of
Bell’s palsy, post— « Moxibustion « Other conven- ally relevant benefit and cost—effective in allocation concealment, inadequate level
stroke, Guillain Barre « Electro-acu- tional treatment certain sectors of blinding, and poor description of
and transverse puncture patient withdrawals from the studies
myelitis) « Laser acupunc-

ture
Canada (30) 2022  WorkSafeBC Lateral Elbow Pain o Dry Needling e Sham — No high—quality evidence supporting the - Most studies with very low to low study
« Other active efficacy and/or effectiveness of dry quality: methodological limitations and
treatments needling imprecision, low numbers of participants,
« No comparator and inadequate blinding
International 2018  Cochrane Carpal tunnel syndrome « Acupuncture e Sham — Acupuncture was associated with no — Low or very low evidence
organization « Acupuncture— « Other active serious adverse events, or reported dis- — Most evidence was short-term
(19) related interven- treatments comfort, pain, local anesthesia, and
tions temporary skin bruises
UK (29) 2007  WMHTAC Allergic rhinitis « Acupuncture o Shamtstandard — Insufficient evidence on the clinical — Poor quality and the inconclusive results
care effectiveness to support or refute its use
in patients with allergic rhinitis
— Acupuncture was not associated with any
additional adverse events
UsS (15) 2003 AHRQ Fibromyalgia « Acupuncture « Sham — Insufficient evidence to conclude that — Small sample size
« Electro-acu- acupuncture had efficacy for the treat- — Inappropriateness of outcome measures
puncture ment of fibromyalgia — Complexities of acupuncture: different
types of acupuncture, different systems
for choosing sites, and variability in the
technique of needle insertion and
manipulation

UsS (16) 2003  AHRQ Osteoarthritis « Acupuncture o Sham —Most studies did not find a benefit for — Small sample size

« Electro-acu- « Other active acupuncture compared to sham — Underpowered to measure statistically
puncture treatments acupuncture significant differences between the inter-

ventions

— Lack of blinding

— Lack of description of the handling of
dropouts and withdrawals

— No formal test statistics

ACE, Agency for Care Effectiveness; AHRQ, Agency for Healthcare Research and Quality; CADTH, Canadian Agency for Drugs and Technologies in Health; ICER, Institute for Clinical and Economic Review; MaHTAS, Malaysian Health Technology Assessment
Section; NICE, National Institute for Health and Care Excellence; NIHR, National Institute for Health Research; WMHTAC, West Midlands Health Technology Assessment Collaboration.

210D Y3]boH Ul JUsWISSOSSY /(50]0(,!(,[33_[ 40 Jbuinor |buoijpuiaqul


https://doi.org/10.1017/S0266462324000151

Table 4. HTA domains of acupuncture evaluation

Aietal.

National Consumed Clinical needs Health
HTA health Efficacy/ Cost- medical Guidelines and disease Organizational insurance
organization system Safety  effectiveness  effectiveness resources recommendations features feasibility coverage
ACE (10) Public Vi v v v = V Vv -
NICE (19-24)  Public Vi v v v V - - _
CADTH (13;14)  Public Vi v V - yV _ _ _
ICER (17) Private v v v v v _ _ i
MaHTAS (16) Public v v v - - _ _ _

population health preferences, it was difficult to generalize the
economic evaluation results to other countries. In terms of the
issues, apart from the study design, lack of long-term effectiveness,
and poor reporting quality, previous studies also depicted other
challenges, such as cost measurement and PICO definition. It was
difficult to accurately collect due to dosage and duration adjustment
based on the symptoms and characteristics of the patient at each
visit, self-pricing and unpublished price. And “Intervention” was
not easy to be determined because the number and dosage of
traditional medical service were adjusted based on patients’ char-
acteristics and doctors’ experience (33;35).

Limitations

There were also several limitations in this article. First of all, studies
might have been missed because only peer-reviewed publications or
HTA reports released by HTA agencies and written in English or
Chinese were considered. Therefore, the included literatures might
not be completely representative of the research available. In add-
ition, the study limitations were mainly due to the applicability of
generalizing acupuncture assessment domains to traditional non-
pharmacological technology assessment, especially considering the
specialities of other Chinese medical technology, like tuina, acu-
potomy, and so on. Furthermore, some included HTA reports
might contain inadequate information, leading to insufficient data
extraction of the study characteristics of interest, which also
restricted the extrapolation of results.

Future Research and Implication

It can be expected value framework of TCIM could expedite the
generation and accumulation of high-quality primary evidence.
As human-use experience plays an extremely important role in
the development of TCIM, real-world diagnosis and treatment
data have significant advantages in the effectiveness evaluation
of TCIM, which also conduce to address the questions about
blindness in RCT and complex peculiarity of traditional non-
pharmacological technology to enhance the quality of clinical
effectiveness evidence. The well-designed pragmatic random-
ized clinical trials and other observational studies are very suit-
able to consider the features of TCIM, which can not only
standardize, but also reflect the characteristics of dialectical
treatment of Chinese medicine. Recently, eRCT-pRCT-RCDOS-
REGOS,! a stepwise progressive clinical effectiveness evaluation

'eRCT, explanatory randomized controlled trial; pRCT, pragmatic random-
ized controlled trial; RCDOS, observational studies using routinely collected
data; REGOS, observational studies using patient registry data.
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system of TCIM was proposed, aimed to enhance study quality
by broadening the study populations and interventions to assess
the net benefits in more contexts, such as practitioner profi-
ciency, equipment quality, and others (36). For continuous
outcomes, particularly when using a patient-reported outcome
measurement tool, researchers should report both statistical and
clinical significance, taking MCID into consideration. Consid-
ering the wide usage of subject clinical outcomes in the clinical
value assessment of TCIM, the study regarding MCID of clinical
outcome measures should be encouraged. Categorical measures
reporting the proportion of patients achieving a clinically mean-
ingful improvement in function, quality of life, and pain are
more useful and should be reported in addition to average group
changes. Those factors are beneficial for generating high-quality
value evidence for TCIM.

Conclusion

This scoping review provided an overview of the HTA guideline of
TCIM and acupuncture HTA reports across various countries.
With China vigorously promoting the inheritance and innovation
of traditional Chinese medicine and increasingly emphasizing
evidence-based decision making, the demand for HTA of TCIM
is on the rise, providing evidence for the price adjustment of
traditional medical services and the coverage decisions of Chinese
patent medicine. Currently, domestic studies about comprehensive
value assessment of Chinese patent medicine are on the rise, while
few studies address the question of how to assess the value of
traditional non-pharmacological technology in order to pursue
the decision-makers to purchase traditional and complementary
medical services widely. International HTA agencies have pub-
lished several evaluation reports of acupuncture for various condi-
tions, and the results were used to inform medical insurance
reimbursement decisions. The most common assessment domains
are clinical effectiveness, safety, and economy. In the process of
evidence synthesis, however, some issues, such as poor clinical
evidence quality, sophisticated costing, lack of long-term effective-
ness, and so on, set obstacles to conclude robust value evaluation
results for traditional non-pharmacological technology. In the
future, more efforts should be put on how to transform tons of
human-usage experience in real-world clinical practice into high-
quality evidence. It is a valuable topic to determine if economic
evaluation best practice demonstration case is needed for trad-
itional non-pharmacological technology considering these unique
features like short-term intervention and potential long-term bene-
fits for physical and mental health, in order to improve study
quality and inform scientific decision making.
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