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Purpose: Mixed hemorrhoids patients often face severe postoperative pain, typically treated with Non-steroidal anti-inflammatory
drugs (NSAIDs) or opioids, which may lead to gastrointestinal and Central Nervous System (CNS) side effects. The “Zhibian (BL54)
to Shuidao (ST28)” manipulation acupuncture combined with analgesics shows promise as a safe and effective alternative. Thorough
randomized controlled trials (RCTs) are crucial for determining the effectiveness and safety when used in conjunction with pain
relievers.

Patients and Methods: This double-blind randomized controlled trial aims to assess the effectiveness and safety of the acupuncture
method connecting the “Zhibian (BL54)” and “Shuidao (ST28)” points combined with analgesics in alleviating pain following surgery
for mixed hemorrhoids. A total of 104 patients who meet diagnostic criteria and undergo Milligan-Morgan open hemorrhoidectomy
(MMH) will be randomized into control (n = 52) or acupuncture (n = 52) groups. The control group will receive diclofenac sodium,
while the acupuncture group will additionally undergo the “Zhibian (BL54) to Shuidao (ST28)” manipulation acupuncture. The
intervention will span a duration of five days, with data collection occurring both prior to and following the intervention. Primary
outcomes include Visual analogue scale (VAS) scores for pain, with secondary outcomes assessing analgesic efficiency, increased pain
medication use, and pain interference in daily activities. Statistical analysis will be conducted utilizing SPSS software, version 26.0.
Discussion: This forward-looking, randomized study aims to assess the effectiveness of combining acupuncture with medication in
alleviating postoperative pain for individuals suffering from mixed hemorrhoids, wih the goal of establishing a safe and potent
therapeutic strategy and broadening the clinical applications of this intervention.

Conclusion: This randomized study evaluates the effectiveness of combining acupuncture with medication to relieve postoperative
pain in patients with mixed hemorrhoids, aiming to establish a safe and effective treatment strategy and expand its clinical use.
Keywords: mixed hemorrhoid, pain, acupuncture, Zhibian (BL54) to Shuidao (ST28), protocol

Introduction
Hemorrhoids, graded I-1V, are prevalent anorectal diseases with a 39% prevalence rate.' They are categorized as internal,

external, and mixed, with mixed being particularly common.?* Mixed hemorrhoids affect patients with both internal and
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external types. Hemorrhoids are categorized based on their location relative to the dentate line. The ones found beneath
this line are referred to as external hemorrhoids, are marked by pain and swelling, whereas internal hemorrhoids, which
lie above the line, typically present with prolapse and bleeding.* The etiology of hemorrhoids remains elusive, it is
hypothesized that chronic constipation and excessive straining contribute to the degeneration of anal tissues and the
displacement of the anal cushions.’ For mixed hemorrhoids, surgical intervention is predominantly employed.® Surgical
procedures are highly recommended for addressing grade III (reducible) and grade IV (irreducible) hemorrhoids.” The
Milligan-Morgan hemorrhoidectomy (MMH)® continues to be the premier surgical intervention for addressing these
issues. However, MMH has limitations, including severe pain, stenosis, fissure, bleeding, and papillary hypertrophy.” !
It can also cause complications like urinary retention and infection.®

Postoperative pain is common after hemorrhoidectomy, affecting 75% of patients, with 80% experiencing moderate-
to-severe pain.'? This pain can delay wound healing and affect daily activities.'>'* Pain-induced stress triggers cortisol
overproduction, which suppresses immune function by reducing proinflammatory cytokines and critical repair enzymes
while simultaneously elevating cardiovascular stress markers.'> This neuroendocrine-immune dysregulation disrupts the
coordinated cellular interactions required for early wound healing phases.'® Even patients may continue to experience
pain for a long time after surgery. Cheetham et al reported in their study that in the postoperative monitoring of 16
individuals who had SH (Stapled Hemorrhoidectomy) surgery, five reported ongoing pain and a constant feeling of
urgency over 15 months, and two were incapacitated for work due to intense pain.'’

In clinical settings, postoperative pain management for mixed hemorrhoids primarily relies on opioids, NSAIDs, and
central analgesics.'®'? Diclofenac, a common NSAID, is effective for postoperative pain relief following hemorrhoi-
dectomy. A study found Diclofenac to be more effective than placebo in controlling pain within 24 hours post-surgery
when used as a rectal suppository.”’ However, these medications require frequent administration for pain relief and carry
risks of gastrointestinal and CNS adverse effects like nausea, vomiting, and bleeding,m_23 with a 37% incidence rate.?*

There is a significant clinical need for a safe, non-pharmacological therapy to effectively alleviate postoperative
discomfort in patients with mixed hemorrhoids, improving their quality of life. This aligns with pain management goals,
which aim to reduce pain duration, minimize medication side effects, and lower treatment costs. Acupuncture, a time-
honored practice in Traditional Chinese Medicine (TCM), is recognized for its safety. Unlike many Western medical
treatments, it does not cause adverse reactions such as nausea or vomiting, and drug dependency risks. A review shows
acupuncture has a 0.55 serious adverse events rate per 10,000 patients, making it a low-risk intervention.””> Additionally,
acupuncture is easy to administer and cost-effective. However, research on acupuncture for postoperative pain from mixed
hemorrhoids is limited. It has shortcomings, such as complex procedures, multiple acupoint selection, and long treatment
times. Thus, this study used the “Zhibian (BL54) to Shuidao (ST28)” manipulation acupuncture, using one needle for two
acupoints. A 150mm needle facilitated sensation movement along the needle, accurately targeting areas and increasing
stimulation.”?” This technique offers precise acupoint selection, ease of operation, and no adverse effects.”® It alleviates
pain, increases tolerance, and prevents NSAID-related adverse effects. Combining acupuncture with medication leverages
their respective strengths for improved therapy. Clinically, acupuncture and drug therapy integration is highly effective. Li
et al’s research showed electroacupuncture (EA) with milnacipran enhanced pain relief in a rat model.>

This study evaluates the effectiveness and safety of combining “Zhibian (BL54) to Shuidao (ST28)” manipulation
acupuncture with analgesics for postoperative pain management in mixed hemorrhoids patients. The primary objective is
to assess analgesic efficacy using VAS pain scores measured twice daily from postoperative day 1 to day 5, which are
expected to show significant reductions at key time points. Secondary objectives include evaluating analgesic efficiency
through pain episode frequency; determining the need for additional analgesics, reflecting NSAID-sparing effects; and
assessing the impact of pain on daily activities using the BPI-SF.

Materials and Methods
Study Design and Setting

This prospective, multicenter, double-blind randomized controlled trial will adhere to the Consolidated Standards of
Reporting Trials (CONSORT) and the updated guidelines for reporting acupuncture interventions in clinical trials. A total
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of 104 patients who meet diagnostic criteria®® and undergo MMH will be randomized into control (n = 52) or
acupuncture (n = 52) groups. The control group will receive diclofenac sodium, while the acupuncture group will
additionally undergo the “Zhibian (BL54) to Shuidao (ST28)” manipulation acupuncture. The research encompasses
a 5-day intervention period and a subsequent 1-month follow-up phase. The study has received ethical clearance from the
Ethics Review Board of the affiliated Acupuncture and Tuina hospital of Shanxi University of Chinese Medicine (clinical
trial n0.004, 2024) and will adhere to the principles outlined in the Declaration of Helsinki. All participants will provide
written informed consent. The trial is listed with the China Clinical Trial Registration Center, bearing the registration
number ChiCTR2400081302. The schedule (Figure 1) will be used to show the enrollment, interventions, and assess-
ment, and the flowchart (Figure 2) will be used to illustrate the trial’s progression.

Recruitment

The study will recruit participants who meet the specified inclusion and exclusion criteria and are admitted to the
Acupuncture and Moxibustion Massage Hospital of Shanxi University of Traditional Chinese Medicine and the People’s
Hospital of Shanxi Province between June 2024 and June 2025. Recruitment will be carried out by posting posters in the
outpatient department. Intervention and follow-up will be conducted in relevant departments within the hospital.

Inclusion Criteria
Qualified individuals who satisfy the designated prerequisites will be included in the research:

STUDY PERIOD

Follow-up
period

TIMEPOINT (day) -1 0 1 | 23] 4a]s 30

Enrolment | Allocation Treatment period

ENROLMENT:

Recruitment X

Informed consent X

Eligibility screen X

Preparation period X

Allocation X

INTERVENTIONS:

Acupuncture
group

Control group ¢ %

ASSESSMENTS:

VAS

Analgesic X X X X X X X
Efficiency

Elevate the dose of X X X X X X X
pain medication

BPI-SF

Adverse events

Figure | The SPIRIT schedule of enrollment, interventions and assessment.
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Recruitment

‘ Participants Recruitment ’

Informed consent

Allocation ‘

Eligibility screen

!

[ Randomizarion (1:1) ]

v

Acupuncture group: (n=52)
Treatment based on the
"Zhibian(BL54) to Shuidao(ST28)"
manipulation of acupuncture with the
control group.

1

Control group: (n=52)
Postoperatively, administer a single dose
of 75 mg Diclofenac Sodium Dual-
Release Enteric-Coated Capsules daily in
the morning after changing the dressing.

Intervention

Follow-up

Analysis

[

I

:

Completed 1-5day treatment

=

Completed follow-up on day 30

-

!

Primary outcome:VAS;
Secondary outcomes: Analgesic
Efficiency; Elevate the dose of pain
medication; BPI-SF;

Adverse events

Date collection and statistical analysis

v

[ Discussion and conclusion ]

Figure 2 Flowchart. Depicting the process throughout the trial.

Bl e

Aged 18 to 65 years, both male and female;

person performing both the surgery and dressing changes;

e

6. Participants will be voluntarily enrolled in this study, having signed the informed consent form and demonstrated
good compliance. They must also express a willingness to cooperate with both observation and treatment

protocols.

Exclusion Criteria

Regular diet, normal sleep, and previously healthy;

Individuals will be ineligible for the study if they:

Primary outcome:VAS;
Secondary outcomes:Analgesic
Efficiency; Elevate the dose of pain
medication; BPI-SF;

Adverse events

Those diagnosed with mixed hemorrhoids® and have undergone MMH treatment;

The surgical anesthesia method is combined spinal-epidural anesthesia;
The surgical procedure used is external stripping and internal ligation for mixed hemorrhoids, with the same

1. Receiving treatments that could influence the study’s outcome measures;

2. Having other rectal or anal conditions, such as perianal abscess, anal fistula, or anal fissure;

3. Suffering from severe cardiac, hepatic, pulmonary, renal, or psychiatric disorders;

4. Being pregnant or lactating;
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5. Diagnosed with infectious diseases, including hepatitis B or tuberculosis;

6. Presenting with local skin infections or dermatological conditions unsuitable for acupuncture;
7. Having a known allergy to diclofenac sodium dual-release enteric-coated capsules;

8. Participants are currently taking part in other clinical trials.

Randomization and Allocation Concealment
A statistician, unaware of the patient details, will utilize SPSS 26.0 to create a random number list, guaranteeing that 104
patients are evenly and randomly assigned to either the acupuncture or control group. To ensure allocation concealment,
sequentially numbered, opaque, sealed envelopes will be used.

Blinding

We will apply a double-blind (patient-assessor-blinded) method. Patients will be informed that they will receive one of
several legitimate treatments, which will help maintain blinding to the specific group allocation, and will be instructed
not to discuss their treatment details with the outcome assessors. The acupuncturist and prescribing physician will be
aware of the treatment allocations due to the need to administer and supervise the treatment accurately. To prevent bias,
those involved will not participate in the outcome assessment. Initial clinical outcomes will be evaluated by a third
researcher who is blinded to group assignments. Subsequently, an independent statistician, also blinded to group
allocation, will analyze the data to ensure impartial statistical evaluation. To minimize bias, we will document and
analyze any protocol deviations that might affect blinding. Regular meetings will be held to review the blinding
procedures and ensure strict adherence.

Interventions

The two cohorts underwent standardized postoperative proctological care protocols. Throughout the therapeutic phase,
participants were instructed to adhere to a low light dietary regimen, incorporate moderate exercise routines, and practice
regular perianal hygiene. Postoperative pharmacological interventions were systematically implemented based on clinical
evaluations, including antibiotic prophylaxis (Cefradine Capsules) for infection risk mitigation, stool softeners (Shouhui
Tongbian) to optimize bowel function, and analgesic medications (Diclofenac Sodium and Codeine Phosphate Tablets)
administered as required. Notably, therapeutic regimens remained uniformly standardized across all participant cohorts in
this experimental design.

Acupuncture Treatment Group

Based on the “Zhibian(BL54) to Shuidao(ST28)” manipulation of acupuncture, combined with the treatment of the
control group. Sterile disposable acupuncture needles (Hwato brand): 150mm in length and 0.40mm in diameter (Suzhou
Medical Device Production License, issued under Registration Certificate No. 20162200970; the manufacturer is Suzhou
Medical Appliance Factory Co., Ltd).

Patients will be positioned prone during acupuncture sessions. The practitioner will initially locate the specific
acupuncture points designated for stimulation. The skin is first sanitized using a 75% isopropyl alcohol wipe. A long,
slender needle, 150mm long and 0.40 mm in diameter (Figure 3), is then inserted at the Zhibian acupuncture point
(BL54), with its tip directed towards the Shuidao point (ST28). The needle is inserted diagonally at a point that is two-
fifths of the distance from the top and three-fifths from the bottom along the line connecting the posterior superior iliac
spine to the inner edge of the greater trochanter (Figure 4). The needle is placed at a 20° angle relative to the patient’s
sagittal plane and parallel to the horizontal plane. The depth of insertion will be between 4 and 6 cun, and the Deqi
sensation, often experienced in the pubic area or lower abdomen, will be elicited. After achieving Deqji, the needle will be
rotated for 1 minute, followed by retention at the acupuncture point for 30 minutes, with interval needle manipulation.

Figure 3 The long needle. Length: 6 cun/150 mm, diameter: 0.40 mm.
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Zhibian (BL54)

Lower 3/5

Needle insertion

Figure 4 “Zhibian(BL54) to Shuidao(ST28)” acupuncture manipulation, the specific acupuncture points for the penetration technique, ranging from Zhibian (BL54) to
Shuidao (ST28).

Acupuncture will begin postoperatively each morning after dressing changes, once daily, until discharge, for a total of 5
sessions. To maintain consistency, all the acupuncture methods used will determine through standardized technical
training, covering acupoint localization, needle insertion techniques (including depth and angle), and needle manipulation

techniques. The detailed operation procedures will also be specified in the Investigator’s Manual.

Control Group
The patients will be given diclofenac double-release enteric-coated capsules, 75 mg.

(Temmler Ireland Ltd., Killorglin, Co. Kerry, Ireland; Approval number: Imported Drug Registration Certificate
No. 20170098). The medication will be administered once every morning following the postoperative dressing change,
continuing for a total of 5 days.

Outcomes

Primary Outcome

The Visual Analogue Scale (VAS), which is used to evaluate the postoperative pain on the postoperative day 1 to day 5
(0-10 point, which ranges from 0 (no pain) to 10 (severe pain), higher score means severe pain). Evaluations are
conducted two times a day, at 8§ am. and 8 p.m. from the first to the fifth day post-surgery, allowing detailed

understanding of pain trends and the immediate effect of treatment.
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Secondary Outcomes

1. Analgesic Efficiency: Patients are required to record the frequency of pain episodes daily for the first 5 days post-
operation. Each episode’s onset and duration should be documented. A reduction of more than 30% in the
frequency of pain episodes is considered clinically significant.

2. Elevate the dose of pain medication: The number of additional doses of other analgesic medications (excluding
Diclofenac Sodium Dual Release SR Capsules) will be recorded to evaluate potential reductions in medication use
within the acupuncture group. A comprehensive patient assessment will be conducted at 8 a.m. each day to review
the previous day’s situation.

3. The Brief Pain Inventory-Short Form (BPI-SF): BPI-SF will be utilized to evaluate the extent to which pain
interferes with seven specific aspects of daily activities. A comprehensive patient assessment will be conducted at
8 a.m. each day for the previous day.

Safety Evaluation and Adverse Events

The Case Report Form (CRF) will systematically document adverse events related to patient safety during the study.
These adverse events (AEs) will be categorized into two main types: treatment-related and non-treatment-related.
Treatment-related AEs will further include adverse reactions associated with pain medication—such as nausea, vomiting,
and gastrointestinal bleeding—as well as those linked to acupuncture, including local hematomas, dizziness, local
infections, broken needles, and post-treatment discomfort. If the patient experiences any related adverse reactions,
treatment can be immediately discontinued. Each entry in the CRF must include detailed information on the timing,
cause, clinical presentation, and indications of the adverse event. Additionally, it should document the emergency
management measures implemented and any notable abnormal laboratory results. Additionally, all incidents will be
assessed for their relationship to the intervention and their severity.

Data Collection and Management

A digital repository will be created using the information from the case report forms (CRFs). Data entry personnel will be
responsible for promptly and precisely entering all pertinent information as detailed in the CRFs. Access to the CRFs will
be restricted to outcome assessors, who will perform double data entry to ensure data integrity and accuracy. In addition,
a Data Monitoring Committee will be constituted for this trial. The committee will oversee the safety, efficacy, and
quality assurance of the study while maintaining strict data confidentiality. Any changes to the research plan will be
carried out under the supervision of the monitoring committee.

Sample Size

The objective of this research is to evaluate the contrast in therapeutic effectiveness between the group receiving
acupuncture and the control group. Based on an earlier pilot study, the acupuncture group reported a VAS score of
3.76 + 1.62, while the control group had a VAS score of 4.73 + 1.68, with a type I error (a) of 0.05 and a type II error (B)
of 0.2, and a 1:1 ratio of sample sizes for the acupuncture treatment and control groups, the sample size calculation
formula is as follows:

2

262 (Zlfa/Z +Z|_/j)
n= 3
(u1 — m2)

In the formula, n represents the required sample size per group, ois the pooled standard deviation, Z;_,/, and Z;_4 are the
standard normal distribution quantiles corresponding to the significance level a and the power 1—f, respectively, and
and p, are the means of the two groups. The required sample size is 46 for both the acupuncture and control groups.
Accounting for a 10% dropout rate, each group needs at least 52 participants.

Statistical Analysis
Data analysis will be conducted with the aid of SPSS, version 26.0 (IBM, Armonk, NY, USA). Continuous data that
follow a normal distribution will be summarized using the mean and standard deviation, while non-normally distributed
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continuous data will be reported as the median along with the interquartile range. Frequencies and proportions will be
used to represent categorical data. The Kolmogorov—Smirnov test will be utilized to evaluate normality and variance
homogeneity. The decision to use either parametric or non-parametric statistical techniques will be based on the results of
the normality tests. For data that is normally distributed, a paired #-test will be employed to compare pre- and post-
treatment values within the same group, while a Wilcoxon signed-rank test will be used for data that does not follow
a normal distribution. To compare different groups, an independent samples #-test will be applied if the data is normally
distributed, and a Wilcoxon rank-sum test will be used otherwise. All statistical analyses will employ two-tailed tests,
with a P-value of 0.05 or less considered statistically significant.

Discussion

Postoperative pain is also the most common symptom following hemorrhoidectomy.'*"'* However, the mechanism of
pain following hemorrhoidectomy is Correspondence to Mehrdad Sayadinia. Mixed hemorrhoids postoperative pain is
currently considered to be caused by multiple factors: (1) The increased pain sensitivity is a consequence of both
peripheral and central sensitization, including the spread of spinal nerve activity beneath the dentate line; (2) local tissue
damage and inflammatory responses release inflammatory mediators after surgery such as prostaglandins, interleukins,
histamines, etc.; (3) Postoperative activities such as defecation and dressing changes can stimulate the wound surface,
leading to continuous spasms of the sphincter muscles; (4) poor and delayed wound healing; (5) type of postoperative
anesthesia and surgical method.>' ¢

NSAIDs have excellent analgesic effects and can even reduce the dosage of opioid drugs by 18.3% in acute pain.>’
Their analgesic principle is to inhibit cyclooxygenase and reduce the synthesis of prostaglandins, thereby alleviating pain,
fever, and inflammation.

Acupuncture, a TCM therapy, has significant analgesic effects, but its pain relief mechanism is still unclear. Currently,
the main perspectives are as follows: Acupuncture alleviates pain by suppressing the conduction of nociceptive signals
within the central nervous system and stimulating the release of endogenous pain-relieving compounds.®® This approach
activates the opioid receptor network in the spinal dorsal horn, resulting in the secretion of inherent opioids like
endorphins, norepinephrine, and serotonin.***? Opioid peptides, including B-endorphins, enkephalins, and dynorphins,
have been found to produce pain-relieving effects by interacting with the central nervous system. Additionally, their
analgesic action is closely associated with the suppression of cholecystokinin (CCK) octapeptide, 5-hydroxytryptamine
(5-HT), and N-methyl-D-aspartic acid (NMDA) receptors.>”*> Acupuncture stimulates specific acupoints, activating
peripheral nerve receptors, particularly A-f and C fibers. These fiber types are the primary ones associated with
acupuncture-induced analgesia.**** Activation of these nerve fibers impedes the conduction of nociceptive signals,
thereby significantly reducing the sensation of pain. This process is integral to the analgesic efficacy attributed to
acupuncture. Furthermore, acupuncture modulates the immune response, thereby mitigating inflammation. This treatment
method has demonstrated the ability to decrease the concentrations of pro-inflammatory cytokines, including tumor
necrosis factor-alpha (TNF-o)) and interleukin-6 (IL-6), thereby alleviating pain caused by inflammatory responses.>’

In addition, Research in animal models has shown that acupuncture possesses both systemic regulatory and specific
therapeutic impacts. It can facilitate tissue healing, ameliorating pathological conditions, regulating immune reactions,
affecting hormonal functions, balancing the cytokine network, mitigating urinary system issues, bolstering local blood
flow, and optimizing energy metabolism.*® Recent research indicates that acupuncture can mitigate the pain response and
enhance pain tolerance.*” A study has indicated that acupuncture is more efficacious in treating post-hemorrhoidectomy
pain than painkillers.*® Current evidence suggests that the integration of electroacupuncture with the technique of
acupoint catgut embedding is highly effective in alleviating the postoperative discomfort associated with hemorrhoids
and in reducing the need for pain-relief medications.** Numerous studies have indicated that conventional body
acupuncture holds significant promise in alleviating pain and minimizing the negative side effects associated with both
intravenous and oral pain medications. A meta-analysis encompassing fifteen RCTs juxtaposing acupuncture against
sham controls indicated that patients in the acupuncture cohort exhibited decreased postoperative opioid usage and
reduced pain levels for up to 72 hours post-surgery, surpassing the outcomes of the control group. Moreover, this cohort
of patients showed a lower incidence of adverse effects associated with opioids, such as nausea, drowsiness, and
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difficulty urinating.’® Even if it cannot fully replace analgesics, its use in combination with painkillers can decrease the
quantity and dosage of painkillers that patients need to take, thereby reducing the occurrence of adverse reactions.

However, the aforementioned numerous protocols involve multiple acupuncture points and complex procedures,
making it difficult for patients to accept. Additionally, the limited number of participants hinders a comprehensive
assessment of the effectiveness and safety of these procedures. The acupuncture technique involving the “Zhibian (BL54)
to Shuidao (ST28)” manipulation acupuncture, which involves needling from the Zhibian point (BL54) to the Shuidao
point (ST28), offers the benefits of requiring a limited number of acupoints, being straightforward to perform, and
yielding substantial outcomes.

The “Zhibian (BL54) to Shuidao (ST28)” manipulation acupuncture was developed by Professor Laixi Ji’s team at
Shanxi University of Chinese Medicine. Building on previous practitioners’ experiences, the team systematically
explored key elements such as the anatomical localization of Zhibian (BL54) acupoint, operational norms, conduction
mechanisms of needling sensation, indications, principles of action, and safety assessments.?’ Initially applied to male

prostate-related diseases with favorable clinical efficacy,’' "

the technique’s scope has expanded to include stress
urinary incontinence, postoperative voiding dysfunction, male sexual dysfunction, and dysmenorrhea.’®>**> In clinical
trials, our team treated 17 patients with postoperative voiding dysfunction using this technique. Patients experienced
warmth, fullness, and relaxation in the pelvic cavity, sometimes extending to the external genitalia, indicating stimulation
of the pelvic plexus and pudendal nerve. This facilitated coordination between the autonomic and somatic motor systems,
improving voiding function.’®*’ Experimental studies on oxytocin-induced dysmenorrhea in rats revealed that the
technique enhances central serotonin 5-HT synthesis and utilization, promotes inhibitory neurotransmitter release, and
exerts central analgesic effects.”® Further research suggests that its efficacy may be linked to inhibiting the Nucleotide-
binding Oligomerization Domain-containing protein 1/Receptor Interacting Serine/Threonine-protein Kinase 2/Nuclear
Factor kappa-light-chain-enhancer of activated B cells (NODI1/RIP2/NF-kB) signaling pathway, reducing uterine
inflammation.>”

The Zhibian (BL54) and Shuidao (ST28) acupoints were documented as early as in the Classic of Acupuncture and
Moxibustion (Zhenjiu Jiayi Jing) and the Great Compendium of Acupuncture and Moxibustion (Zhenjiu Dacheng). In
modern Chinese Acupuncture and Moxibustion textbooks, the precise locations and therapeutic indications of these
acupoints are described in detail. Zhibian (BL54), is located in the sacral region at the level of the fourth sacral posterior
foramen, 3 cun lateral to the posterior median sacral crest. It is used for lumbosacral pain, urinary retention, constipation,
and hemorrhoids. Shuidao (ST28), is 3 cun below the umbilicus and 2 cun lateral to the midline, primarily treating fluid
metabolism disorders. In a study, catgut embedding at Changgiang (DU1) and bilateral Zhibian (BL54) acupoints
demonstrated good analgesic effects and safety for postoperative pain management after mixed hemorrhoidectomy.®
Another study found that adzuki bean application at the Shuidao (ST28) acupoint effectively prevented postoperative
urinary retention following hemorrhoidectomy.®'

This technique requires the needle to be inserted at a specific intersection point, where the upper 40% and lower 60%
meet along the line from the posterior superior iliac spine to the greater trochanter of the femur. The needle is angled at
20° relative to the sagittal plane and must penetrate more than 5 cun deep. Patients frequently describe sensations that
extend to the lower abdomen, genital area, or perineum, experiencing a sense of fullness, warmth, and relief in the pelvic
region. This highlights the accuracy and profound therapeutic effect of the method.®* Clinical observations highlight the
dense vascular and neural anatomy along the acupuncture pathway, suggesting stimulation of the pelvic plexus and
pudendal nerves.®* These nerves, branching in the pudendal canal, innervate key pelvic structures, including the anal and
genital regions.®® External hemorrhoid pain, transmitted via somatic nerves, contrasts with the visceral nerve innervation
of internal hemorrhoids, which lack pain sensitivity.®> Needle sensations can reach the urethra or anus, indicating
potential modulation of sympathetic and parasympathetic functions.®* This stimulation enhances hormonal responses,
blood circulation, and tissue repair, reducing congestion and edema to achieve analgesic effects.?®

This study aims to evaluate the effectiveness and safety of integrating the “Zhibian (BL54) to Shuidao (ST28)”
acupuncture manipulation with analgesics for postoperative pain management in mixed hemorrhoids patients. Through
randomized controlled trials, we assess the analgesic efficacy using the VAS, the analgesic efficiency and potential for
elevated doses of pain medication. Additionally, we will evaluate the impact of pain on daily activities using the BPI-SF.
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Conclusion

This randomized study evaluates the effectiveness of combining acupuncture with medication to relieve postoperative
pain in patients with mixed hemorrhoids, aiming to establish a safe and effective treatment strategy and expand its
clinical use.

Abbreviations

BL54: “Zhibian”, is an acupoint located on the Bladder Meridian of Foot-Taiyang; ST28: “Shuidao”, is an acupoint
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