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Ethics approval and consent to participate
This retrospective study was conducted as part of the [Clinical Efficacy Analysis of Chronic Nonspecific Low Back Pain Treated by "Occasional Stabbing Method" with Needle Knife] project, which was approved by the institutional review board of [The Third Affiliated Hospital of Henan University of Chinese Medicine] (Approval No. XXX). We have also registered at the International Traditional Medicine Clinical Trial Registration Platform (https://itmctr.ccebtcm.org.cn/mgt/project/user/approved-list):ITMXXX. All patients gave their written informed consent before participating in the clinical trial. The details of our study, including trial objectives, characteristics, probable benefits and risks, other available treatment alternatives, and the subjects’ rights as well as obligations as stated in the Declaration of Helsinki, will be made clear to the patients by study personnel who have their grouping code, and their agreement will be required. After obtaining the written informed consent, the subjects will be enrolled in the study. During the process of the trial, if new points regarding the study ethics emerge, written revisions regarding the informed consent will be handled by the Ethics Committee, and after their approval, the individuals’ consent will be requested again. In case of the patients’ withdrawal, their available data will be kept for the final analyses.
[bookmark: _Toc164519923][bookmark: _Toc164519481][bookmark: _Toc164520551]Dissemination
[bookmark: OLE_LINK78]Study results will be first communicated to each participant and later disseminated to researchers and the general public through courses, presentations, and the internet, regardless of the magnitude or direction of effect. The results will also be documented in a published peer-reviewed academic journal.
[bookmark: _Toc164520552][bookmark: _Toc164519482][bookmark: _Toc164519924]Consent for publication
Not applicable.
[bookmark: _Toc164519925][bookmark: _Toc164520553][bookmark: _Toc164519483]Availability of data and materials
The submitted manuscript is a study protocol which includes no primary data now. More date and materials unmentioned can be obtained from the corresponding author by the contact methods provided in the manuscript.
[bookmark: _Toc164520554][bookmark: _Toc164519926][bookmark: _Toc164519484]Patient and Public Involvement
The patients are from the Acupuncture Department of the Third Affiliated Hospital of Henan University of Chinese Medicine. The final outcome will be published in a journal.
[bookmark: _Toc164519927][bookmark: _Toc164519485][bookmark: _Toc164520555]Informed consent statement
All patients will be provided informed consent for publication of the case.
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[bookmark: _Toc164520557][bookmark: _Toc164519929][bookmark: _Toc164519487]Competing interests 
None declare that they have competing interests.
[bookmark: _Toc164519488]Issue Date: 06 December, 2025
[bookmark: _Toc164519489]Protocol Amendment Version: 2.1









Figure1 Ethical approval materials for research projects
[image: /Users/zhang/Library/Containers/com.kingsoft.wpsoffice.mac/Data/tmp/picturecompress_20250923171024/output_1.jpgoutput_1]


[image: WechatIMG378 1]




	Review date
	January 14, 2025

	Location of review
	Jinshui District, Zhengzhou City, Henan Province

	Clinical research approvals
	NA

	Clinical Research Program
	Clinical Efficacy Analysis of Chronic Nonspecific Low Back Pain Treated by "Occasional Stabbing Method" with Needle Knife

	Review of
documentation
	informed consent

	Contract Research  Organization/CRO
	The Third Affiliated Hospital of Henan University of Chinese Medicine

	Clinical Research Organization
	The Third Affiliated Hospital of Henan University of Chinese Medicine

	Principal Investigator
		Li Ruiguo, Wang Zhanzong, Zhang Shuai zhou

	Review methods
	■Conference review □Expedited review

	Approval validity date
	February 27, 2025, to February 26, 2026

	The Third Affiliated Hospital of Henan University of Chinese Medicine
Date : February 27,2025
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Dear Participant,

We invite you to participate in a clinical study titled"Acupuncture Treatment for Lumbar
Disc Herniation Based on the Theory of the Governor Vessel and the Function of the
Kidneys,"led by Dr.Zhang Yinong from the Acupuncture Department of the Third
Affiliated Hospital of Henan University of Chinese Medicine.The contact number is
18638802062.This project is funded by the Henan Provincial Special Research Project of
Traditional Chinese Medicine,with the project number 2024ZY2095.This document aims
to explain the purpose,process,benefits,and risks of the study,and you have the right to
decide whether to participate.

* Reason for Participation:You have been diagnosed with lumbar disc herniation and are
experiencing pain in the lower back and legs.You are invited to participate.A total of 74
subjects are expected to be enrolled.

« Voluntary Participation:Participation is entirely voluntary and can be withdrawn at any
time without affecting your regular treatment.

« Purpose of the Study:To explore the therapeutic effects of acupuncture treatment for
lumbar disc herniation and its advantages over conventional acupuncture methods.

+ Study Design:A randomized controlled trial(RCT)design will be used,randomly
assigning eligible patients to either the experimental group(acupuncture treatmentjor the
control group(conventional treatment).Observational indicators include:Visual Analogue
Scale(VAS),Oswestry  Disability ~ Index(ODI),inflammatory ~ factors(TNF- o IL-1
B ,IL-6),lumbar mobility,and safety evaluation indicators(such as adverse reactions like
local bleeding,infection,nerve damage,etc.).The incidence and severity of these will be
assessed before treatment(baseline),during treatment(e.g.,after each session),and after
treatment(short-term follow-up such as 1 month,3 months,and long-term follow-up such
as 6 months,1 yearetc)to collect detailed clinical evaluation data and various
observational indicators.

+ Study Duration:Approximately 2 weeks.

« Withdrawal:You or the researcher can terminate the study at any time,and both parties
will be notified promptly.

* Risks:This includes the risks associated with the study itself and the risk of information
disclosure.We promise confidentiality.

« Benefits:Direct benefits are limited,but the information will help the development of

future treatments.
« Contact for Questions:The researcher.

« Information Collection:Only necessary medical information will be collected with your
consent,and it will only be used for research purposes.

+ Information Sharing:Limited to intemal personnel and collaborating units,ensuring
privacy and confidentiality,and results will be published.

*+ Information Retention:Stored for 2 years,and you can withdraw your consent at any
time.

Consent Statement:

| have read and understood the above contentand all my questions have been
answered.l voluntarily participate in the study,agree to the use and sharing of
information,and promise to follow the research procedures.

Participant's Signature:

Contact Number of the Participant:

Researcher's Signature:

Contact Number of the Researcher:

Date:
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