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国际中医技术操作规范  儿科  
第1部分：小儿内治给药方法
编制说明
《国际中医技术操作规范 儿科 第1部分：小儿内治给药方法》项目于2025年9月由世界中医药学会联合会国际标准制修订项目正式立项，南京中医药大学承担。2025年4月，世界中医药学会联合会（世界中联）启动将《国际中医技术操作规范 儿科 第1部分：小儿内治给药方法》国家标准转化为国际组织标准的工作，于2025年4月底成立了小儿内治给药方法项目工作组，成员来自中国（包括中国台湾）、新加坡、马来西亚、澳大利亚、美国等国家和地区。项目工作组按照统一要求，开展了文献研究、专家问卷调查、专家论证会等工作，并在多次系统分析研究的基础上，按照世界中医药学会联合会国际标准化文件编写规则，完成了起草阶段工作，形成了《国际中医技术操作规范 儿科 第1部分：小儿内治给药方法》的专家指导组审核稿，包括：前言、引言、范围、规范性引用文件、术语和定义、儿科口服汤剂操作步骤与要求、儿科口服中成药操作步骤与要求、儿科中药鼻饲给药方法操作步骤与要求、儿科中药直肠给药方法操作步骤与要求、注意事项和禁忌、附录及参考文献等部分。经专家指导组审核通过后，形成送审稿，于2025年12月提交世界中医药学会联合会国际标准部组织审查。
现就《国际中医技术操作规范 儿科 第1部分：小儿内治给药方法》编制情况作如下说明。
一、工作简况
（一）任务来源 
2021年11月国家标准化管理委员会发布《中医技术操作规范 儿科 第1部分：小儿内治给药方法》（GB/Z 40893.1-2021），作为指导性技术文件。该标准旨在规范儿科口服中药汤剂、口服中成药、中药鼻饲给药法、中药直肠给药法的操作步骤与要求，并明确注意事项与禁忌。2025年4月，世界中联计划将该国家标准转化为国际组织标准。照SCM 1.1-2021《标准化工作导则  第1部分：标准制修订与发布》要求，在世界中医药学会联合会国际标准部及专家指导组指导下，于2025年4月底成立了《国际中医技术操作规范 儿科 第1部分：小儿内治给药方法》项目工作组，成员来自中国（包括中国台湾）、新加坡、马来西亚、澳大利亚、美国5个国家。2025年9月，本项目作为世界中联国际标准制修订项目正式立项，项目承担及起草单位为南京中医药大学，项目负责人汪受传，项目计划2025年年底完成。
本标准的转化工作由世界中医药学会联合会统一指导、管理和监督，由国内多名中医、中西医结合儿科专家提供技术指导，世界中联国际标准部负责项目执行督导，确保标准研制符合世界中医药学会联合会国际标准制修订管理办法等相关规范。
（二）起草单位
主要起草单位：南京中医药大学附属医院。
参与起草单位：无锡市中医医院，南京市浦口区中医院，新加坡中医研究院，马来西亚柔佛慈善中医院，澳大利亚奋进自然健康学院，厦门长庚医院。
（三）标准起草相关专家
本指南在儿科专家指导组的指导下编制。起草人员根据参与情况，分为主要起草人、参加起草人（以上为项目工作组成员）和咨询认证专家。相关人员信息及所做工作如下。
1  主要起草人
	姓  名
	学位
	职  称
	单  位
	承担工作

	汪受传
	硕士
	教授、主任医师，博导
	南京中医药大学附属医院
	《国际中医技术操作规范  儿科  第1部分：小儿内治给药方法》编制负责人，参与起草、修改草案，组织申报、实施、总结。

	张梦瑶
	硕士生
	研究生
	南京中医药大学附属医院
	参与文献研究。参加《国际中医技术操作规范  儿科  第1部分：》起草、修改，起草编制说明，参与工作讨论等。

	王  雷
	硕士
	主治中医师
	南京中医药大学附属医院
	参与文献研究。参加《国际中医技术操作规范  儿科  第1部分：小儿内治给药方法》起草，参与工作讨论等。

	林丽丽
	博士
	副教授
	南京中医药大学附属医院
	参加《国际中医技术操作规范  儿科  第1部分：小儿内治给药方法》起草、修改，参与工作讨论等。

	李  涛
	博士
	副主任
中医师
	无锡市中医医院
	参加《国际中医技术操作规范  儿科  第1部分：小儿内治给药方法》修改，参与工作讨论等。

	高兰英
	学士
	副主任医师
	南京市浦口区中医院
	参加《国际中医技术操作规范  儿科  第1部分：小儿内治给药方法》修改，参与工作讨论等。


2  参加起草人
	姓  名
	学位
	职  称
	单  位
	承担工作

	吴佳盛
	博士
	中医师
	新加坡中医研究院
	接受专家问卷调查，参与工作讨论。

	林文贤
	硕士
	中医师
	马来西亚
柔佛中华慈善中医院
	接受专家问卷调查，参与工作讨论。

	乔木林
	硕士
	教授
	澳大利亚
奋进自然健康学院
	接受专家问卷调查，参与工作讨论。

	闵楷家
	博士
	教授
	美国加州国际医药大学
	接受专家问卷调查，参与工作讨论。

	张雅婷
	博士
	副主任
中医师
	厦门市长庚医院
	接受专家问卷调查，参与工作讨论。


3  咨询认证专家
	姓  名
	学位
	职  称
	单  位
	承担工作

	王俊宏
	博士
	教授、主任医师，博导
	北京中医药大学东直门医院
	接受专家问卷调查。

	崔  霞
	博士
	教授、主任医师，博导
	北京中医药大学第三附属医院
	接受专家问卷调查。

	杨  燕
	博士
	主任医师，博导
	首都医科大学附属北京儿童医院
	接受专家问卷调查。

	何  丽
	博士
	主任医师，博导
	交通大学附属上海市儿童医院
	接受专家问卷调查。

	胡思源
	博士
	教授、主任医师，博导
	天津中医药大学第一附属医院
	接受专家问卷调查。

	孙丽平
	博士
	教授、主任医师，博导
	长春中医药大学附属医院
	接受专家问卷调查。

	张  君
	硕士
	教授、主任医师，博导
	辽宁中医药大学附属医院
	接受专家问卷调查。

	翟文生
	博士
	教授、主任医师，博导
	河南中医药大学
	接受专家问卷调查。

	马丙祥
	博士
	教授、主任医师，博导
	河南中医药大学第一附属医院儿科医院
	接受专家问卷调查。

	王孟清
	博士
	教授、主任医师，博导
	湖南中医药大学第一附属医院
	接受专家问卷调查。

	陈四文
	博士
	教授、主任医师，博导
	厦门市中医院
	接受专家问卷调查。

	杨京华
	博士
	主任医师，博导
	广州中医药大学第二临床医学院
（广东省中医院）
	接受专家问卷调查。

	廖颖钊
	学士
	主任中医师
	深圳市中医院
	接受专家问卷调查。

	熊  磊
	硕士
	教授，博导
	云南中医药大学第一附属医院
	接受专家问卷调查。

	赵  琼
	博士
	主任医师，研究员，博导
	成都中医药大学附属医院
	接受专家问卷调查。

	王明明
	博士
	教授，硕导
	南京中医药大学
	接受专家问卷调查。

	赵  霞
	博士
	教授、主任医师，博导
	南京中医药大学
	接受专家问卷调查。

	李江全
	博士
	主任医师，硕导
	南京中医药大学
	接受专家问卷调查。

	韩新民
	博士
	教授、主任医师，博导
	南京中医药大学
	接受专家问卷调查。

	虞  舜
	博士
	研究员，
硕导
	南京中医药大学
	参加专家论证会。

	王  霖
	博士
	高级讲师
	香港大学中医药学院
	接受专家问卷调查。

	徐伟英
	博士
	教授、主任医师
	澳门科技大学中医药学院
	接受专家问卷调查。

	张雅婷
	博士
	副主任医师
	厦门长庚医院
	接受专家问卷调查。

	洪  两
	博士
	主任医师
	新加坡中华医院
	接受专家问卷调查。

	吴佳盛
	博士
	主任医师
	新加坡中医师公会、新加坡中医研究院
	接受专家问卷调查。

	郑秀芬
	博士
	副教授
	马来西亚拉曼大学
	接受专家问卷调查。

	林文贤
	硕士
	主任医师
	马来西亚中华慈善中医院
	接受专家问卷调查。

	卢  青
	硕士
	主任医师，临床教授
	澳大利亚奋进自然疗法学院
卢氏中医针灸诊所主任
	接受专家问卷调查。

	乔木林
	硕士
	教授
	Endeavour College of Natural Health, Australia；
Hui Cui Chinese Medicine & Acupuncture Center
	接受专家问卷调查。

	闵楷家
	博士
	客座教授
	美国加州国际医药大学
	接受专家问卷调查。


4  专家指导组专家
	姓  名
	学位
	职  称
	单  位
	承担工作

	丁  樱
	学士
	教授、主任医师，博导
	河南中医药大学
第一附属医院儿科医院
	指导标准制订，参加专家论证会。

	万力生
	博士
	教授、主任医师，博导
	深圳市中医院
	指导标准制订，参加专家论证会。

	马  融
	博士
	教授、主任医师，博导
	天津中医药大学
第一附属医院
	指导标准制订，参加专家论证会。

	王有鹏
	博士
	教授、主任医师，博导
	黑龙江中医药大学
附属第二医院
	指导标准制订，参加专家论证会。

	王丽丽
	硕士
	副编审
	世界中医药学会联合会
国际标准部
	指导标准制订，参加专家论证会。

	王素梅
	学士
	教授、主任医师，博导
	北京中医药大学东方医院
	指导标准制订，参加专家论证会。

	史正刚
	博士
	教授、主任医师，博导
	甘肃中医药大学
	指导标准制订，参加专家论证会。

	刘建忠
	博士
	教授、主任医师，博导
	湖北中医药大学
	指导标准制订，参加专家论证会。

	张葆青
	博士
	教授、主任医师，博导
	山东中医药大学附属医院
	指导标准制订，参加专家论证会。

	俞  建
	博士
	教授、主任医师，硕导
	复旦大学附属儿科医院
	指导标准制订，参加专家论证会。

	虞坚尔
	硕士
	教授、主任医师，博导
	上海市中医医院
	指导标准制订，参加专家论证会。

	熊  磊
	硕士
	教授，博导
	云南中医药大学第一附属医院
	指导标准制订，参加专家论证会。

	戴启刚
	博士
	副教授，主任医师，硕导
	南京中医药大学
	指导标准制订，参加专家论证会。


（四）主要工作过程
本标准编制过程严格遵循世界中联SCM 1.1-2021《标准化工作导则  第1部分：标准制修订与发布》的要求，确保转化工作的科学性、规范性和国际适配性。本标准的编制过程历经以下阶段：
准备阶段（2025年4月-9月）：2025年4月，项目组组建，由汪受传教授担任负责人。按世界中联要求撰写立项申报书及草案，5月上报立项申报书和修改草案。世界中联接收立项书和草案，邀请专家评议，8月专家意见返回，项目组讨论回复，对不接受的意见说明理由。9月世界中联发布本项目立项通知。正式转化工作从9月下旬开始，按照世界中联标准制修订要求开展。
文献研究（2025年9月-10月）：系统检索海内外相关标准、指南及研究文献。检索范围包括WHO、ISO/TC249发布的国际标准，《中华人民共和国药典 2025版》，世界中医药学会联合会、中华中医药学会等发布的团体标准，NHS England、Australia RCH等国外组织机构制定的指南以及PubMed、知网等数据库中的儿科给药相关研究，检索关键词包括“Pediatric”、“Child”、“Infant”、“Newborn”、“Chinese Medicine”、“Chinese Herbal”、“Oral Administration”、“Nasogastric Feeding”、“Rectal Administration”等，并结合中医术语如“口服中药汤剂”、“鼻饲”、“直肠给药”。检索结果经初筛、复筛后纳入关键证据，支持标准条文的优化与对标，为专家问卷调查提供了证据基础。
专家问卷调查（2025年10月-11月）：开展专家问卷调查。在原国家标准基础上，结合文献检索证据，针对与原标准差异较大的条目（如术语定义、操作步骤、禁忌症等），编制专家调查问卷，涵盖术语定义、操作步骤、注意事项、禁忌等31个核心条目。向30位海内外专家发放问卷，涵盖中国（包括中国香港、中国澳门、中国台湾地区）、新加坡、马来西亚、澳大利亚、美国等8个国家与地区，回收答卷30份，专家积极系数达100%。经统计分析，22项内容获超过50%专家支持形成共识，9项存在争议条目及开放性问题提交专家论证会重点讨论。
专家论证会（2025年12月3日）：召开线上与线下结合的专家论证会，汇报本项目开展以来的工作情况，重点将专家调查答卷中未达成一致的条目汇总进行讨论。会议采取“会前函审+会中论证+会后书面确认”模式，提前将提请专家讨论的问题发送给专家，包括争议条目以及项目组的初步意见，对争议条目逐项评分并充分研讨，形成一致修改意见。同时论证了开放性问题，包括地方法规限制说明、特殊人群保护、术语国际化等关键问题。
五项目组集体研讨协调会（2025年12月13日）：小儿内治给药方法、小儿常用外治法、小儿针灸疗法、小儿推拿疗法、小儿拔罐疗法五项目组主要成员共同参加会议，总结前期工作，汇总问卷专家、论证专家的意见，统一规范标准中共性的内容，讨论确定若干争议条目，议定下一步项目研究总结、需向世界中联国际标准部提交的材料及时间节点。
标准修订与完善（2025年12月13日-22日）：项目组根据文献检索、专家问卷、专家论证会、专家指导组、项目组会议等意见，对草案逐条修订，形成修改对照表。
编制说明撰写与上报（2025年12月22日-31日）：完成《国际中医技术操作规范 儿科 第1部分：小儿内治给药方法》草案及编制说明，提交世界中联国际标准部审查。
本次标准修订的编制过程如下图所示：
  

 形成国际组织标准定稿并发布实施
多源文献检索
国家标准及文献内容对比分析
问卷回收并统计，汇总专家意见
筛选争议条目并形成征求意见函
发放征求意见函，准备专家论证会

制作专家调查问卷
问卷发放，征求相关专家意见
专家论证会（集中说明与征求修改意见）
文献研究与多源文献检索
汇总专家意见并形成会议纪要
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形成小儿内治给药方法标准草案、编制说明
呈报世界中联审核
公开征求意见并修改完善

二、标准编制原则和确定标准主要内容的论据
（一）标准编制原则
本标准编制遵循“科学性、实用性、规范性、国际性”四项原则，力求达到能够为全球中医儿科医师实际应用，能被国际社会广泛接受和认可，并与国际医疗技术规范接轨的目标。
1  科学性
本标准的编制通过系统文献研究，广泛检索并整合海内外权威标准、指南和临床证据，包括WHO指南、ISO 18665:2022中药煎药机标准、NHS England鼻饲管安全警报，以及《中国药典 2025版》中相关剂型定义等。同时，结合专家问卷调查（30位专家）和专家论证会（13位专家）的共识意见，确保技术条目（如术语定义、操作步骤、禁忌症）具有可靠的证据支撑，避免主观经验偏差，促进标准内容的客观性和可验证性。专家论证会邀请中医儿科、中西医结合儿科、西医儿科、标准化专家共同参与，确保技术内容的科学严谨。
2  实用性
本标准旨在规范全球中医儿科内治给药操作，直接服务于儿科临床。针对中医儿科临床实际需求，优化操作细节，如年龄分层给药、不同剂型（如汤剂、中成药）的具体禁忌。基于原国家标准GB/Z 40893.1-2021的框架，结合文献研究、专家共识，使标准易于操作，适用于中医医疗、教学、科研等领域，提高临床依从性和疗效保障。标准内容充分参考了原国家标准实施3年多来的临床反馈及海外推广应用经验，确保标准内容贴合临床实际，易于操作执行。
3  规范性
严格遵守世界中联SCM1.1-2021《标准化工作导则第1部分：标准制修订与发布》的程序要求，包括文献研究、专家调查、论证会和内部协调会议等环节。统一术语定义、标准化操作步骤，确保标准文本结构清晰、一致性强，便于国际组织审核和全球应用。
4  国际适配性
兼顾中医特色与国际法规要求，覆盖多国专家意见（包括中国、新加坡、马来西亚、澳大利亚、美国等），充分考虑不同国家法律法规、医疗体系和文化背景差异。在“范围”部分明确“本标准所涉及侵入性操作，实施者应遵守所在国家或地区的法律法规及执业范围要求”。在术语定义、操作步骤中吸纳WHO、澳大利亚RCH、英国NHS等权威机构的技术规范，利于标准在全球范围内的推广应用，适应不同国家和地区的医疗环境，推动中医儿科技术的国际化发展。
（二）确定标准主要内容的方法和论据
1  标准的主要内容
本项目《国际中医技术操作规范 儿科 第1部分：小儿内治给药方法》共有6个组成部分：范围、规范性引用文件、术语和定义、儿科口服汤剂操作步骤与要求、儿科口服中成药操作步骤与要求、儿科中药鼻饲给药方法操作步骤与要求、儿科中药直肠给药方法操作步骤与要求、注意事项和禁忌、附录A（资料性）中医儿科内治给药注意事项、附录B（资料性）中医儿科内治给药禁忌、参考文献等。
（1）范围
（2）规范性引用文件
（3）术语和定义
（4）儿科口服汤剂操作步骤与要求
（5）儿科口服中成药操作步骤与要求
（6） 儿科中药鼻饲给药方法操作步骤与要求
（7） 儿科中药直肠给药方法操作步骤与要求
（8）注意事项和禁忌
（9）附录A（资料性）中医儿科内治给药注意事项
（10）附录B（资料性）中医儿科内治给药禁忌
（11）参考文献
2  确定标准主要内容的方法
（1）文献的收集和筛选
文献收集工作于2025年9-10月开展，旨在为国家标准向国际标准的转化提供证据支撑。项目组通过海内外权威数据库和标准平台进行系统检索，包括国际标准（如ISO/TC249、WHO IRIS）、国内标准（如国家标准全文公开系统、全国标准信息公共服务平台）、文献数据库（如PubMed、中国知网）以及国外组织机构发布的指南和共识。检索策略采用关键词组合方式，英文关键词包括“Pediatric”、“Child”、“Infant”、“Newborn”、“Chinese Medicine”、“Chinese Herbal”、“Oral Administration”、“Nasogastric Feeding”、“Rectal Administration”、“Enema”、“Guideline”、“Standard”等；中文关键词包括“口服中药汤剂”、“口服中成药”、“鼻饲给药”、“直肠给药”、“煎药”、“灌肠”、“儿科”、“儿童”等。限制条件主要为英文文献（人类、儿童0-18岁）、中文文献（2021年11月后），以确保证据的时效性和相关性。
检索来源覆盖：①国内标准：国家标准、行业标准、团体标准、地方标准，以及《中华人民共和国药典》（2025版）。②国际（组织）标准：ISO、WHO指南、WFCMS标准等。③国外组织机构：FDA、NHS England、NSW Health、新加坡MOH HPP等发布的标准、指南。④文献库：PubMed、中国知网等数据库中的指南、共识和临床研究。
初筛基于标题和摘要，排除无关或重复文献；复筛阅读全文，纳入与儿科内治给药直接相关的证据。最终纳入证据包括国家标准（如中药煎药机、煎药中心通用要求）、团体标准（T/CACM 1366-2021中药汤剂煎煮规范）、ISO标准（ISO 18665:2022中药煎药机）、WHO指南（“Pocket book of hospital care for children: guidelines for the management of common childhood illnesses”）、WFCMS标准（SCM 55-2020中药煎服要求）、多个国外组织指南（如NHS England鼻饲管安全警报、澳大利亚RCH鼻饲指南）以及文献证据（如PubMed中关于鼻饲管确认方法的整合综述）等。
（2）文献评价
文献评价采用质性评估方法，重点考察证据的权威性、适用性和与中医儿科的适配度，而非量化分级，因为检索文献主要为标准、指南和共识类文件，这些文件通常由国际或国家权威机构发布，具有较高的可靠性和公信力。文献分类如下：①标准类：包括强制性和推荐性标准，如ISO 18665:2022（煎药器具规范）、GB/Z 40893.1-2021（原国家标准），这些文件权威性高，直接用于条文对标。②指南与共识类：如WHO“Pocket book of hospital care for children: guidelines for the management of common childhood illnesses”、NHS England鼻饲管警报、澳大利亚RCH鼻饲管理指南，这些由国际组织或专业机构发布，强调临床安全和操作规范，适用于国际转化。③文献类：PubMed等数据库中临床研究和综述，如鼻饲管确认方法的整合评价，这些证据补充操作细节，但优先级低于标准和指南。
评价标准包括：①来源权威性（国际标准组织>国家机构>学术期刊）；②时效性（优先2021年后）；③相关性（直接涉及儿科内治给药）；④中医适配度（保留中医特色，如传统煎药器具）。所有纳入文献均经项目组集体讨论确认，无低质量证据纳入。
（3）文献研究
在文献评价基础上，项目组对纳入证据仔细阅读分析，重点与原国家标准GB/Z 40893.1-2021的相关内容进行比较，关注与国标条文不同的表述。按照主题和条文分类，形成条文对照表。同一条文若有多个不同表述，则全部列出，以供后续问卷和论证参考。通过对照表，项目组识别出需优化的条目，形成问卷基础。
（4）问卷调查
为广泛征求意见，项目组于2025年10月编制专家调查问卷，基于文献研究结果和对照表，针对差异条目（如术语定义、操作步骤、禁忌）设置单选选项和开放意见。专家遴选标准包括：①具备中医儿科或相关领域高级专业技术职称背景（如教授、主任医师）；②临床或教学经验丰富，中国大陆专家从事本专业20年以上、海外专家10年以上；③熟悉中医儿科内治给药技术；④覆盖不同国家和地区，确保国际代表性。最终遴选30位专家，来自中国（含内地、香港、澳门、台湾）23位、新加坡2位、马来西亚2位、澳大利亚2位、美国1位，涵盖高等中医药院校、医院和海外中医机构，权威性强、地域代表广。
问卷于10月24日发送、11月12日截止回收，共发出问卷30份、回收答卷30份，专家积极系数100%。统计采用均值、不重要百分比、等级和、变异系数等指标，共识筛选方法为：选项支持率超过50%视为初步共识，分歧条目提交论证会。结果详见“附件1专家调查问卷报告”，高度一致条目直接纳入，其余条目形成9项争议点，联合开放性问题共同提请专家论证。
（5）专家论证会
2025年12月3日召开专家论证会，聚焦问卷分歧条目。邀请13位国内权威儿科专家及标准化专家。会前发送征求意见函（含9项争议条目、开放性问题及项目组建议），会中讨论，会后1周内返回书面意见。会议采纳整合意见，如煎药器具、鼻饲禁忌等。结果详见“附件2专家论证会会议纪要”。
（6）专家审核
专家指导组审核稿形成后，由本项目专家指导组（丁樱、万力生、马融、王有鹏、王丽丽、王素梅、史正刚、刘建忠、虞坚尔、熊磊、张葆青、俞建、戴启刚）进行审核。审核重点验证内容的科学性、国际适配性和一致性，形成标准送审草案。
3  确定标准主要内容的论据
本标准制订各阶段的程序、技术方法及要求符合前列各相关规范性文件的要求，包括世界中联SCM1.1-2021《标准化工作导则第1部分：标准制修订与发布》、原国家标准GB/Z 40893.1-2021《中医技术操作规范 儿科 第1部分：小儿内治给药方法》，以及文献研究、专家问卷调查和专家论证会等过程，确保内容基于循证和专家共识。
所有的名词术语要求规范，中医药学名词术语基于相关中国国家标准，如GB/T 16751.3-2023《中医临床诊疗术语 第3部分：治法》。其他科学技术术语、名词及名称采用全国科学技术名词审定委员会公布的名词。制剂术语及定义以《中华人民共和国药典 2025年版》为准。计量单位按国家标准GB 3100～3102—1993《量和单位》执行，单位名称用国际通用符号表示。
三、与相关法律、法规和标准的关系
本标准作为国际组织标准，在制定过程中系统梳理并协调了相关法律、法规以及海内外强制性、推荐性标准之间的关系。标准既遵循既有规范的基本要求，又在充分调研、专家论证和国际对标的基础上，对部分内容进行了有依据、有边界的技术性调整，确保其科学性、安全性、规范性及国际适用性。 
（1） 与法律、法规的关系
本标准在编制和应用过程中，充分尊重并遵守各国及地区现行的医疗卫生法律法规和执业管理制度。标准所涉及的小儿内治给药技术，包括口服给药、鼻饲给药、直肠给药等方式，尤其是其中具有一定侵入性的操作，均明确提出应在符合法律法规、执业范围和人员资质要求的前提下实施。
专家问卷调查及论证会中，多位来自澳大利亚、中国香港等国家和地区的专家明确指出，当地对鼻饲、直肠给药等操作存在不同程度的法规限制。经专家论证，本标准在“范围”“前言”等显著位置明确提出了属地法律法规优先原则，即标准仅提供技术操作层面的参考，不对具体执业资格或管理制度作统一规定，以保障国际推广和应用过程中的合法性与可行性。
（二）与强制性标准的关系
本标准在编制过程中严格遵循相关强制性国家标准和国际通行安全规范，不与任何现行强制性标准相冲突。在涉及用水安全、环境卫生、器具安全、消毒防护等内容时，直接引用或遵循强制性标准的基本要求，例如：生活饮用水卫生标准、医疗机构消毒及手卫生相关规范等。相关条款在标准中均作为安全底线执行。如本标准内容与实施地的强制性标准或法律法规存在不一致，应以当地法律法规和强制性标准为准。
（三）与非强制性国家标准、国际标准及团体标准的关系及修改依据说明
本标准以GB/Z 40893.1—2021《中医技术操作规范 儿科 第1部分：小儿内治给药方法》为基础，通过专家问卷调查、专家论证和国际对标，对部分内容进行了系统优化和技术性细化。上述修改并非实质性改变技术内涵，而是在保持原标准核心框架和基本原则一致的前提下，增强其国际通用性和操作安全性。
1  对《中华人民共和国药典 2025年版》相关内容的引用与修订说明
《中华人民共和国药典 2025年版》是现行我国中药制剂及其应用领域的权威性法定技术文件，在制剂分类、术语定义及基本技术要求方面具有最高规范效力。本标准在制定过程中，始终尊重药典权威、不改变药典技术内涵、明确标准适用层级，对药典相关内容的引用与修订情况说明如下。
本标准对药典内容的引用主要集中于中药制剂的剂型分类与定义，包括酊剂、颗粒剂、片剂、胶囊剂、丸剂、胶剂、流浸膏剂及浸膏剂等。上述内容在药典中已有明确、成熟且被广泛认可的规范性表述。专家问卷调查结果显示，多数专家支持在国际标准中直接采用2025版药典原文定义，以增强术语使用的规范性和国际可比性。因此，本标准在上述剂型条目中，原则上直接采用药典原文表述，作为相关技术内容的基础依据。
在此基础上，结合中医儿科临床特点及专家论证会意见，本标准对部分剂型作了适用层面的技术性调整。该类调整仅涉及剂型名称统一、适用范围限定或说明性注释的补充，不涉及对药典中制剂技术要求、质量标准或制备工艺的任何修改。具体情况如下：
（1）乳剂
药典原定义为“口服乳剂”，并与“口服溶液剂、口服混悬剂”并列阐释。本标准在保持乳剂核心定义不变的前提下，将剂型名称统一表述为“乳剂”，以与其他剂型名称保持一致；同时，删除与本标准给药技术无直接关联的“口服溶液剂、口服混悬剂”并列说明，仅聚焦乳剂本身，精简内容。
（2）颗粒剂
药典定义为“原料药物与适宜的辅料混合制成具有一定粒度的干燥颗粒状制剂。注：颗粒剂可分为可溶颗粒（通称为颗粒）、混悬颗粒、泡腾颗粒、肠溶颗粒，根据释放特性不同还有缓释颗粒等。”根据专家论证会意见，本标准在不改变该定义本质的前提下，补充注释说明：“注2：本标准中的颗粒剂包含中药复方颗粒及中药配方颗粒”，以适配当前中医儿科临床中现代中药颗粒剂的实际应用情况，增强标准的现实适用性。
（3）片剂
药典定义中列举了多种片剂类型，包括阴道片、阴道泡腾片、缓释片、控释片等。结合专家论证会意见及中医儿科临床实际，本标准对该部分内容作了适度取舍，删除“阴道片、阴道泡腾片”等在儿童人群中不适用的剂型，以及中药临床中应用相对较少的缓释片、控释片类型，仅保留儿科临床常见且安全性明确的片剂类型，以提高标准的针对性和可操作性。
上述调整均基于专家问卷调查和论证会形成的共识意见，属于在尊重药典权威基础上的规范化引用与适用范围说明，不涉及对《中华人民共和国药典 2025年版》任何技术内容或法定要求的修改。
2  对中医临床术语类国家标准的协调与分类调整
本标准参考了GB/T 16751.3—2023《中医临床诊疗术语 第3部分：治法》中关于“灌肠疗法”“直肠滴入疗法”等定义。
在分类归属上，原术语标准将其归入“外治方法”，而本标准基于给药路径、操作目的及儿科临床实际，经专家问卷调查和论证会讨论，决定沿用原国家标准，将其纳入“小儿内治给药方法”体系，以突出技术操作规范本身，而非侧重治法分类。该调整属于技术分类视角的差异，不改变技术内涵，已获得专家过半支持并形成会议决议。同时，删除原定义中与具体疾病适应证相关的“注”内容，以避免偏离本标准作为技术操作规范的功能定位。
3  与国际组织标准及团体标准的协调引用
在中药汤剂煎煮部分，包括煎煮器具种类、浸泡时间及水量、特殊煎煮法、不同类型方剂煎煮时间等内容中，本标准广泛参考了WFCMS国际组织标准《SCM 55—2020 中药处方、调剂、给付与煎服要求》及中华中医药学会团体标准《T/CACM 1366—2021 中药汤剂煎煮规范》。
专家调查结果显示，多数专家支持对上述文件内容进行整合，形成兼顾安全性与可操作性的综合表述。因此，本标准在不冲突的前提下，相关条款进行了优化整合，属于多标准协调应用，而非简单照搬或重复引用。
4  对现代医学及国际循证指南的技术性参考说明
在口服给药、鼻饲给药等相关内容中，本标准参考了WHO、NHS、ASPEN、澳大利亚RCH等国际权威机构发布的儿童给药方法、儿童鼻胃管操作与安全指南等内容。
专家问卷调查和论证结果显示，绝大多数专家支持在不改变中医技术属性的前提下，吸收现代循证医学中已被广泛验证的安全原则，参考国际证据进行标准条文修改。如参考WHO “Pocket book of hospital care for children: guidelines for the management of common childhood illnesses”完善儿童给药步骤与体位要求；结合NHS England、ASPEN、澳大利亚RCH等机构指南，修订胃管放置验证方法，明确不推荐单独使用听诊、气泡法等安全性不足的方法。
（四）与疾病分类及临床诊疗指南类文件的关系  
WHO ICD-11、《中医儿科临床诊疗指南》等文件在本标准中并未直接引用。上述文件主要用于疾病分类、诊疗原则及治疗策略的指导，不直接规范中医儿科内治给药的具体操作技术。
在本标准编制过程中，相关疾病分类体系和诊疗指南主要作为背景性与参考性依据，用于理解不同疾病状态下给药途径选择的合理性，以及中成药或其他治疗方式的临床应用场景。本标准不以具体疾病诊断为前提，也不对治疗方案作出规定，保持技术操作规范的独立性和通用性。
（五）标准适用原则与协调说明
本标准定位为中医儿科内治给药技术操作规范，不涉及疾病诊断、疗效评价或具体处方用药选择。在标准实施过程中，应遵循法律法规优先、强制性标准优先、属地管理优先的原则。在符合上述前提条件下，本标准可作为中医儿科临床实践、教学、科研及国际交流中的技术参考文件。
四、重大分析意见的处理经过和依据
在《中医技术操作规范 儿科 第1部分：小儿内治给药方法》由国家标准向国际组织标准转化过程中，项目工作组围绕标准的技术内容、适用范围及安全性等关键问题，依次开展了专家问卷调查、专家论证会论证及专家指导组审核等工作，对专家提出的重大意见进行系统梳理、集中分析和规范处理，形成了本标准的最终文本。现将相关意见的处理经过和依据说明如下。
（一）专家问卷调查意见的汇总与处理
在文献研究和原国家标准的基础上，项目工作组组织开展了专家问卷调查，广泛征求海内外中医儿科及相关领域专家对《国际中医技术操作规范·儿科·小儿内治给药方法》条文内容的意见。问卷围绕术语定义、技术操作步骤、注意事项与禁忌、安全性要求及标准结构设置等方面设置条目，并辅以开放性问题，用于收集专家意见。
本次问卷共发放30份，回收有效答卷30份，专家积极系数为100%。参与专家来自中国（含内地及港澳台地区）、新加坡、马来西亚、澳大利亚、美国等多个国家和地区，具有较高的权威性和国际代表性。根据既定统计与处理原则，对专家意见进行了系统分析和分类处理，具体情况如下。
1  已形成较高共识的意见及处理情况
根据统计方法，凡某一选项获得超过50%专家支持（等级和大于答卷总数一半）的，列为专家共识意见，项目工作组原则上予以采纳，并据此对标准条文进行相应修改或完善。
专家达成较高一致性的意见主要集中在以下几个方面：
一是中药制剂剂型术语的规范化表达。包括酊剂、乳剂、颗粒剂、片剂、胶囊剂、丸剂、胶剂、流浸膏剂与浸膏剂等，多数专家支持直接采用《中华人民共和国药典 2025年版》中成熟、规范的定义作为国际标准基础文本，以增强术语的权威性。
二是给药操作安全性相关条款的完善。如浸泡用水由“清水”调整为“符合本国卫生标准的饮用水”，儿科汤剂服药体位与步骤中强调避免强迫给药、防止呛咳，以及鼻饲给药法相关操作内容等，均获得专家普遍认可并直接采纳。
三是标准结构与完整性的完善。如修改“范围”“规范性引用文件”、新增“灌肠剂”定义、增加参考文献等内容，均获得超过九成专家同意，项目工作组据此对标准结构进行了相应调整。
上述条目在修订过程中，均严格遵循“不改变原技术内涵、仅作规范化和安全性增强”的原则进行处理。
2  存在分歧的意见及处理原则
问卷调查中，部分条目各选项支持率接近，未形成明显多数意见，主要集中在以下方面：
一是煎煮相关技术细节，如煎药器具的具体材质范围、浸泡时间与加水量、特殊煎煮法及不同类型方剂的煎煮时间等。
二是鼻饲给药相关操作要点，包括鼻饲管放置验证方法、放置操作细节、冲洗水量、更换胃管时间及禁忌证等。
针对上述争议条目，项目工作组未简单以票数决定取舍，而是将相关统计结果、不同选项内容及专家文字意见汇总整理，并由项目组初步针对对不同规范来源（国家标准、国际组织标准、团体标准等）的合理内容进行整合吸收，形成兼顾安全性与可操作性的综合表述一并提交专家论证会，作为重点讨论内容。
3  开放性与政策环境相关意见的处理说明
在开放性问题中，多位来自澳大利亚、中国香港等地区的专家提出，不同国家和地区对鼻饲给药、直肠给药等操作在法律法规及执业范围上存在差异，部分地区中医执业范围受到明确限制。
对此，项目工作组在标准层面未对具体执业资格或管理制度作出统一规定，而是在“范围”“前言”和相关注意事项中明确提出属地法律法规优先原则，强调本标准仅提供技术操作层面的规范性参考，其实施应以当地法律法规和执业管理要求为前提。该处理方式获得专家普遍认可，也为标准的国际推广和实际应用保留了必要弹性空间。
综上，专家问卷调查意见为本标准的修订提供了重要依据。项目工作组在充分尊重专家共识的基础上，对存在争议和开放性问题采取审慎的处理策略，为后续专家论证会和专家指导组审核奠定了坚实基础。
具体内容详见“附件1：专家调查问卷报告”。
（二）专家论证会意见的集中说明与处理
在完成专家问卷调查意见汇总的基础上，项目工作组于2025年12月3日召开《国际中医技术操作规范 儿科 第1部分：小儿内治给药方法》专家论证会。参会人员为邀请论证会专家和项目组成员，包括了中华中医药学会儿科分会历届主任委员和世界中联儿科专业委员会会长等权威性专家，会议采取线下与线上相结合的方式进行，围绕国家标准向世界中医药学会联合会（WFCMS）国际组织标准转化过程中涉及的关键技术问题和争议条目，进行集中论证和决策。
1  论证会的工作方式与定位
为提高会议效率并确保专家意见表达的充分性和客观性，本次专家论证会未对所有争议条目逐条进行现场表决或详细论证，而是采取“会前充分准备、会中重点说明、会后量化决策”的工作模式。
会前，项目工作组已向全体专家发送完整的论证材料，包括：专家问卷调查总结报告；专家论证会征求意见函（列出9项核心争议条目、开放性问题及项目组整合建议）；原国家标准文本。专家在会前已完成对争议条目的独立审阅，并对各条目进行初步判断。论证会的主要任务是由项目工作组对争议焦点、不同修改方案及其技术背景进行集中说明，明确各条目的技术要点、争议来源及可能的处理方向，为专家会后独立评分和书面反馈提供统一理解基础。
2  专家意见的形成与采集方式
会议过程中，专家围绕部分重点问题进行了方向性交流和原则性讨论，例如，在中药制剂剂型与给药安全方面，专家对片剂、胶囊剂等内容提出针对性意见。专家指出，中药片剂中缓释片、控释片在儿科临床中应用较少，部分泡腾片在儿童使用中存在安全隐患等。会议经讨论一致决定，对相关内容进行取舍和风险提示性修改，以增强标准的实用性与安全性。
会议未对争议条目逐项形成现场决议。会议结束后，项目工作组按照既定程序，统一收回专家填写的《征求意见函》。专家在函中对各争议条目进行了量化打分（须选/可选）并附文字修改意见，形成了完整、可统计、可追溯的专家意见数据。
3  会后专家意见的统计分析与处理原则
项目工作组在会议结束后，对回收的征求意见函进行系统整理和统计分析，作为本次标准修订的重要决策依据。
处理原则如下：对支持率明显较高、专家意见趋于一致的条目，直接采纳相应修改建议；对存在少量不同意见但不影响技术安全性和标准定位的条目，结合专家文字意见进行表述优化；对支持率不足或涉及技术成熟度、证据不足的条目，原则上暂缓纳入本次标准转化文本。
通过上述方式，专家论证会充分发挥了专家集体智慧的作用，使标准修订既体现专家共识，又保持决策过程的科学性和规范性。经专家论证会论证，专家一致认为本标准总体技术方案成熟，修改方向明确，可以作为国际组织标准转化文本的基础。
详见“附件2：专家论证会会议纪要”。
（三）专家指导组审核
在完成专家问卷调查和专家论证会意见处理的基础上，项目工作组根据专家共识形成了《国际中医技术操作规范 儿科 第1部分：小儿内治给药方法》草案初稿，并将该稿连同编制说明、专家意见汇总材料等一并提交专家指导组进行审核。
专家指导组从标准定位、技术边界、文本规范性及国际转化可行性等方面，对标准修改稿进行了整体审阅与把关。针对审核过程中提出的意见，项目工作组逐条进行研究和落实，相关修改均未涉及技术内容实质性调整，而是对标准的完整性、严谨性和可读性进行进一步完善。
在充分吸收专家指导组审核意见的基础上，项目工作组对标准草案文本和编制说明进行了最终修改，形成了本标准的定稿文本，为后续履行国际组织标准报批程序奠定了基础。
五、作为国际组织标准的建议
《国际中医技术操作规范 儿科 第1部分：小儿内治给药方法》作为世界中医药学会联合会发布的国际组织标准，旨在规范中医儿科临床中小儿内治给药相关技术操作，为不同国家和地区开展中医儿科诊疗活动提供可参考、可借鉴的技术依据。
本标准不具有强制性，不作为医疗行为准入或执业资格认定依据，也不替代各国及地区现行法律法规、强制性标准或临床诊疗指南。标准的主要作用在于：规范中医儿科内治给药操作流程；提升相关技术操作的安全性和一致性；为临床实践、教学培训及国际交流提供统一的技术语言和操作框架。在具体应用过程中，各国和地区可结合自身法律法规、医疗管理制度及临床实际情况，对本标准内容进行合理选用。
六、贯彻标准的要求和措施建议
本标准经世界中医药学会联合会审评批准并发布实施后，建议通过多种渠道开展宣传、贯彻和应用工作，以促进标准在海内外中医儿科领域的推广和合理使用。
（1）由世界中医药学会联合会统筹组织标准的国际宣传与推广应用，并结合各成员国家和地区的实际情况，推动标准在中医儿科临床、教学和科研中的参考使用。
（2）依托世界中医药学会联合会及儿科专业委员会等，组织开展标准解读和应用培训，重点面向中医儿科临床医师及相关专业技术人员，提升对标准内容和适用原则的理解。
（3）通过海内外中医药及相关医学学术会议、专题研讨会等形式，对本标准进行介绍和解读，促进学术界对中医儿科内治给药技术规范化的共识形成。
（4）在学术期刊及专业媒体上发表标准文本、编制说明及相关研究成果，扩大标准影响力，并在应用过程中持续收集反馈意见，为后续修订提供依据。
七、应用时的促进和阻碍因素
本标准通过世界中医药学会联合会审评并发布后，将作为国际组织推荐性标准实施。在应用过程中，可借助世界中医药学会联合会的学术影响力，以及培训、会议和学术期刊等多种渠道，促进标准在海内外中医儿科领域的传播与应用。
同时，也应充分认识到本标准在推广应用过程中可能面临的客观因素。一方面，不同国家和地区在中医药法律地位、医疗管理制度及临床实践模式方面存在差异；另一方面，中医儿科领域历来存在不同学术流派和个体经验，临床操作习惯不尽一致，可能在一定程度上影响标准的统一应用。
随着中医药国际交流的不断深化、中医儿科临床共识的逐步形成，以及对标准化理念认同度的提升，通过持续培训、示范应用和标准动态完善，本标准的可接受性和应用范围有望不断扩大。
八、应当说明的其他事项
鉴于中医儿科临床实践的发展和相关技术方法的不断进步，建议在本标准发布实施后3～5年，结合国际应用反馈、临床研究进展及安全性证据，对本标准进行系统评估，并视情况开展补充、修订或更新工作，以保持标准内容的科学性、先进性和适用性。

附件1
[bookmark: _Toc469601979]专家调查问卷报告
一、调查背景与目的
《国际中医技术操作规范·儿科·小儿内治给药方法》项目来源于世界中医药学会联合会国际标准制修订项目，基于中华人民共和国国家标准（指导性技术文件）《GB/Z 40893.1-2021 中医技术操作规范 儿科 第1部分：小儿内治给药方法》，旨在将该标准转化为世界中联国际组织标准，以进一步规范儿科口服中药汤剂、口服中成药、中药鼻饲给药法、中药直肠给药法的操作步骤与要求，并明确注意事项与禁忌。本文件编写旨在构建中医儿科内治给药方法的标准化操作技术，为全球中医儿科医师提供安全、规范的操作指南，促进中医儿科临床技术操作的标准化和国际化应用。
为确保标准转化过程的科学性、规范性与国际适配性，本研究通过专家问卷调查形式，广泛征求海内外中医儿科专家意见，分析专家对各技术条文的认同度与修改建议，为国际标准文本的修订提供实证依据。
二、调查方法与专家信息分析
1调查方法
本次调查采用线上问卷的形式进行，调研时间为2025年10月至11月。问卷内容包括术语定义、操作步骤、禁忌、注意事项、附录内容等31个主要条目，并设置开放性问题征集补充意见。
2专家信息分析
2.1专家选取标准
选取专家的标准包括：①具备中医儿科或相关领域高级专业背景；②拥有丰富临床经验或教学经验，从事本专业工作年限中国大陆专家均在20年以上、海外专家均在10年以上；③熟悉中医儿科内治给药技术；④覆盖不同国家和地区，以增强标准的国际代表性。
2.2专家积极系数
本次调查问卷发放数30份，回收有效答卷数为30份，专家积极系数100%，本次调查专家积极系数高（100%），专业结构合理，权威性强，保障了调查结果的科学性与可靠性。
2.3专家权威性与代表性 
共有30位专家对小儿内治给药方法相关条文提出建议，专家的选择兼顾了地域性、专业性、权威性。专家来自中国（含内地多省市及香港、澳门、台湾地区）、新加坡、马来西亚、澳大利亚、美国等8个国家、地区，其中中国（含内地及香港、澳门、台湾地区）专家有23位，新加坡2位，马来西亚2位，澳大利亚2位，美国1位，覆盖范围广泛，具有较强的地域代表性。
本研究选取的专家均为中医儿科及相关领域的资深从业者，包括国内高等中医药院校教授、主任医师，海外中医医疗及教学机构的专家学者等，均具备丰富的临床、科研、教学经验，其意见可充分反映海内外中医儿科领域高级专家对小儿内治给药方法的专业见解。30名专家的所在国家/地区、年龄、学历、职称、研究生导师、专业分布及工作年限等情况见表1-表7。
表 1 专家所在国家/地区分布情况
	国家/地区
	人数
	百分比

	中国内地（含北京、上海、天津、南京、广州等）
	20
	66.67%

	中国香港地区
	1
	3.33%

	中国澳门地区
	1
	3.33%

	中国台湾地区
	1
	3.33%

	新加坡
	2
	6.67%

	马来西亚
	2
	6.67%

	澳大利亚
	2
	6.67%

	美国
	1
	3.33%


表 2 专家年龄分布情况
	年龄区间
	人数
	百分比

	50-59岁
	13
	43.33%

	60-69岁
	13
	43.33%

	70岁及以上
	4
	13.33%

	年龄跨度
	50-72岁
	平均年龄58.75岁


表 3 专家学位分布情况
	学位
	人数
	百分比

	学士
	1
	3.33%

	硕士
	5
	16.67%

	博士
	24
	80.00%


表 4 专家专业技术职称分布情况
	职称
	人数
	百分比

	正高级（教授，主任医师，研究员）
	27
	90.00%

	副高级（副教授，副主任医师，高级讲师）
	3
	10.00%


表 5 专家研究生导师情况
	导师类型
	人数
	百分比

	博导
	17
	56.67%

	硕导
	3
	10%

	非研究生导师
	10
	33.33%


表 6 专家专业分布情况（以第一专业计）
	专业
	人数
	百分比

	中医儿科学
	25
	83.33%

	针灸学
	2
	6.66%

	中西医结合儿科学
	1
	3.33%

	中医文献学
	1
	3.33%

	中医标准化
	1
	3.33%


表 7 专家从事本专业工作年限情况
	工作年限区间
	人数
	百分比

	10-19 年
	4
	13.33%

	20-29 年
	7
	23.33%

	30-39 年
	11
	36.67%

	40-49年
	7
	23.33%

	50年及以上
	1
	3.33%

	工作年限跨度
	10-54年
	平均工作年限32.47年


综上，本次咨询专家权威程度高、地域代表性强、积极程度高，咨询结果可信度高。
三、专家调查问卷统计结果
1评分方法
问卷应用Excel表进行每一条目数据的整理与统计处理，计算专家意见的集中程度和协调程度，采用均值（[image: ]）、不重要百分比（R）、等级和（S）、变异系数（CV）等指标进行相关统计分析。
1.1指标含义及计算方法
（1）各项指标赋值出现的频数（f）：即专家对各项信息的赋值0、1出现的次数。在本项研究中，答卷打√的信息以1分计，未打√的信息以0分计。
（2）均值（[image: ]）的计算方法：即计数对象得分的平均值。[image: ]
（3）不重要百分比（R）：即专家对各项信息赋值为0的频数与参评专家总个数的比值。
R=[image: ]  ×100﹪  
（4）等级和（S）：即为专家对各项信息的赋值的代数和。
（5）变异系数（CV）：多用于观察指标单位不同时，或均数相差较大时，它实质上是一个相对变异指标。计算公式：CV=[image: ]×100﹪(S代表标准差，[image: ]代表均数)
（6）标准差（S）：是方差的正平方根，其量纲与原变量值相同。方差也称均方差，反映一组数据的平均离散水平。计算公式如下：
    [image: ]
1.2统计结果处理方案
统计结果原则上保留超过50%的专家认可的选项内容，即等级和大于答卷总数一半者，作为直接接受修改意见的条目选项。
将等级和没有大于答卷总数一半的条目（尤其是有多个选项的条目较易于出现这种情况），如实记录每个条目各选项得分的均值数，准备提交专家论证会，作为需重点讨论的问题。
2 问卷调查结果
2.1 酊剂定义调查结果
表 8 酊剂定义调查结果
	选项
	[image: ]
	R
	S
	CV

	A.将原料药物用规定浓度的乙醇提取或溶解而制成的澄清液体制剂，也可用流浸膏稀释制成。注：供口服或外用。（出处：《中华人民共和国药典  2025版  四部》）
	0.87
	13.33%
	26
	39.74%

	B.沿用国家标准原文。                     
	0.13
	86.67%
	4
	265.96%


2.2 乳浊液型液体制剂（口服乳剂）定义调查结果
表 9 乳浊液型液体制剂（口服乳剂）定义调查结果
	选项
	[image: ]
	R
	S
	CV

	A. 口服溶液剂  口服混悬剂  口服乳剂                                                
口服溶液剂系指原料药物溶解于适宜溶剂中制成的供口服的澄清液体制剂。
口服混悬剂系指难溶性固体原料药物分散在液体介质中制成的供口服的混悬液体制剂，也包括浓混悬剂或干混悬剂。
口服乳剂系指用两种互不相溶的液体将药物制成的供口服等胃肠道给药的水包油型液体制剂。
注：用适宜的量具以小体积或以滴计量的口服溶液剂，口服混悬剂或口服乳剂称为滴剂。（出处：《中华人民共和国药典  2025版  四部》）
	0.77
	23.33%
	23
	55.87%

	B. 沿用国家标准原文。 
	0.2
	80.00%
	6
	203.42%


2.3 流浸膏剂与浸膏剂定义调查结果
表 10 流浸膏剂与浸膏剂定义调查结果
	选项
	[image: ]
	R
	S
	CV

	A. 流浸膏剂、浸膏剂系指饮片用适宜的溶剂提取，蒸去部分或全部溶剂，调整至规定浓度而成的制剂。注：除另有规定外，流浸膏剂系指每1ml相当于饮片1g；浸膏剂分为稠膏和干膏两种，每1g相当于饮片2～5g。（出处：《中华人民共和国药典  2025版  四部》）  
	0.97
	3.33%
	29
	18.82%

	B. 沿用国家标准原文。
	0.03
	96.67%
	1
	608.58%


2.4 颗粒剂定义调查结果
表 11 颗粒剂定义调查结果
	选项
	[image: ]
	R
	S
	CV

	A. 原料药物与适宜的辅料混合制成具有一定粒度的干燥颗粒状制剂。注：颗粒剂可分为可溶颗粒（通称为颗粒）、混悬颗粒、泡腾颗粒、肠溶颗粒，根据释放特性不同还有缓释颗粒等。（出处：《中华人民共和国药典  2025版  四部》
	0.7
	30.00%
	21
	66.58%

	B. 沿用国家标准原文。                  
	0.27
	73.33%
	8
	166.58%


2.5 片剂定义调查结果
表 12 片剂定义调查结果
	选项
	[image: ]
	R
	S
	CV

	A. 原料药物或与适宜的辅料制成的圆形或异形的片状固体制剂。注1：中药还有浸膏片、半浸膏片和全粉末片等。注2：片剂以口服普通片为主，另有含片、舌下片、口腔贴片、咀嚼片、分散片、可溶片、泡腾片、阴道片、阴道泡腾片、缓释片、控释片、肠溶片与口崩片等。（出处：《中华人民共和国药典  2025版  四部》） 
	0.77
	23.33%
	23
	55.87%

	B. 沿用国家标准原文。                   
	0.23
	76.67%
	7
	187.04%


2.6 胶囊剂定义调查结果
表 13 胶囊剂定义调查结果
	选项
	[image: ]
	R
	S
	CV

	A. 原料药物或与适宜辅料充填于空心胶囊或密封于软质囊材中制成的固体制剂。注：胶囊剂可分为硬胶囊和软胶囊。根据释放特性不同还有缓释胶囊、控释胶囊，肠溶胶囊等。（出处：《中华人民共和国药典  2025版  四部》）                                       
	0.8
	20.00%
	24
	50.85%

	B. 沿用国家标准原文。
	0.2
	80.00%
	6
	203.42%


2.7 丸剂定义调查结果
表 14 丸剂定义调查结果
	选项
	[image: ]
	R
	S
	CV

	A. 原料药物与适宜的辅料制成的球形或类球形固体制剂。注：丸剂包括蜜丸、水蜜丸、水丸、糊丸、蜡丸、浓缩丸、滴丸和糖丸等。（出处：《中华人民共和国药典  2025版  四部》）                                           
	0.83
	16.67%
	25
	45.67%

	B. 沿用国家标准原文。
	0.17
	83.33%
	5
	222.97%


2.8 胶剂定义调查结果
表 15 胶剂定义调查结果
	选项
	[image: ]
	R
	S
	CV

	A. 将动物皮、骨、甲或角，用水煎取胶质，浓缩成稠胶状，经干燥后制成的固体块状口服制剂。注：按原料来源不同，胶剂可分以动物皮为原料制成的皮胶，以动物骨化的角为原料制成的角胶，以动物的骨骼为原料制成的骨胶，以动物的甲壳为原料制成的甲胶等。（出处：《中华人民共和国药典  2025版  四部》）                                    
	0.9
	10.00%
	27
	33.90%

	B. 沿用国家标准原文。
	0.1
	90.00%
	3
	305.13%


2.9 直肠灌注给药法定义调查结果
表 16 直肠灌注给药法定义调查结果
	选项
	[image: ]
	R
	S
	CV

	A. 灌肠疗法 将配制好的药液灌注并留置于肠腔，通过直接作用于患处及肠黏膜吸收等，以产生治疗效应的一种外治方法。注：常用于肾衰、大瘕泄、肠痹、肛肠病及痛经、盆腔炎、产后发热、高热抽搐等。（出处：中国国家标准《GB/T 16751.3-2023 中医临床诊疗术语  第3部分：治法》）                                 
	0.73
	26.67%
	22
	61.61%

	B. 沿用国家标准原文。                                         
	0.27
	73.33%
	8
	166.58%


2.10 直肠灌注给药法（直肠滴入给药法）归属调查结果
表 17 直肠灌注给药法（直肠滴入给药法）归属调查结果
	选项
	[image: ]
	R
	S
	CV

	A. 中国国家标准《GB/T 16751.3-2023 中医临床诊疗术语  第3部分：治法》称之为“外治方法”                                    
	0.47
	53.33%
	14
	107.96%

	B. 沿用国家标准归属于“小儿内治给药方法”。                                      
	0.53
	46.67%
	16
	95.74%


2.11 直肠滴入给药法定义调查结果
表 18 直肠滴入给药法定义调查结果
	选项
	[image: ]
	R
	S
	CV

	A. 经直肠中药滴入疗法  将消毒后的肛管或一次性直肠滴入导管塞入肛内到直肠，连接配制好的灌肠药袋，缓慢滴入，通过直肠黏膜的直接吸收，以治疗相应疾病的一种肛肠注射疗法。注：常用于肛肠病及消化道、呼吸道及妇科疾病，尤适用于小儿病毒性感冒、高热不退、急惊风、扁桃腺炎、支气管炎、哮喘、胃肠炎、痢疾、手足口病、肾病综合征等。（出处：中国国家标准《GB/T 16751.3-2023 中医临床诊疗术语  第3部分：治法》）                                                               
	0.77
	23.33%
	23
	55.87%

	B. 沿用国家标准原文。                                              
	0.23
	76.67%
	7
	187.04%


[bookmark: OLE_LINK1]2.12 煎药器具调查结果
表 19 煎药器具调查结果
	选项
	[image: ]
	R
	S
	CV

	A. 最好使用砂锅，或不锈钢锅，或陶瓷器皿。（出处：WFCMS国际组织标准《SCM 55-2020 中药处方、调剂、给付与煎服要求—— 第4部分：中药煎服要求》）                                       
	0.27
	73.33%
	8
	166.58%

	B. 砂锅、搪瓷锅、陶瓷、玻璃、不锈钢等材料制作的器具（并附盖）。（出处：中华中医药学会团体标准《T-CACM 1366-2021 中药汤剂煎煮规范》）                                       
	0.23
	76.67%
	7
	187.04%

	C. 沿用国家标准原文。                                                                  
	0.1
	90.00%
	3
	305.13%

	D. 综合以上内容。                                                                           
	0.5
	50.00%
	15
	101.71%


2.13 煎煮剂量调查结果
表 20 煎煮剂量调查结果
	选项
	[image: ]
	R
	S
	CV

	A.儿童每剂煎至100-300 mL，成人400-600 mL，按两份等量分装或遵医嘱。（出处：WFCMS国际组织标准《SCM 55-2020 中药处方、调剂、给付与煎服要求——第4部分：中药煎服要求》）                                                         
	0.27
	73.33%
	8
	166.58%

	B. 沿用国家标准原文。                                              
	0.73
	26.67%
	22
	61.61%


2.14 浸泡用水选择调查结果
表 21 浸泡用水选择调查结果
	选项
	[image: ]
	R
	S
	CV

	A. 将“清水”改为“符合本国卫生标准的饮用水”。 （出处：WFCMS国际组织标准《SCM 55-2020 中药处方、调剂、给付与煎服要求—— 第4部分：中药煎服要求》，中国国家标准《GBT+42282-2022 煎药中心通用要求》）                                                                                               
	0.9
	10.00%
	27
	33.90%

	B. 沿用国家标准原文。                                              
	0.1
	90.00%
	3
	305.13%


2.15 浸泡时间及水量调查结果
表 22 浸泡时间及水量调查结果
	选项
	[image: ]
	R
	S
	CV

	A. 待煎药物应先行浸泡，浸泡时间一般为20-30分钟。但吸水性强的药物相对缩短，15分钟即可；较难吸水的则要适当延长浸泡时间，并定时翻转，促进其吸水，以润透为度。煎煮开始时的用水量一般以浸过药面2-3cm为宜，花、草类药物或煎煮时间较长的应酌量加水。（出处：WFCMS国际组织标准《SCM 55-2020 中药处方、调剂、给付与煎服要求——第4部分：中药煎服要求》）                                                                  
	0.4
	60.00%
	12
	166.58%

	B. 加水量高于液面2cm～5cm，浸泡时间应不少于30 min。矿石、介壳、龟甲类等应延长浸泡时间。（出处：中国国家标准《GB/T42282-2022 煎药中心通用要求》）                                                
	0.1
	90.00%
	3
	187.04%

	C. 沿用国家标准原文。                                                                  
	0.1
	90.00%
	3
	305.13%

	D. 综合以上内容。                                                                           
	0.47
	53.33%
	14
	101.71%


2.16 特殊煎煮法调查结果
表 23 特殊煎煮法调查结果
	选项
	[image: ]
	R
	S
	CV

	A. 凡注明有先煎、后下、另煎、烊化、包煎、煎汤代水等特殊要求应按照要求或医嘱操作：先煎：一般情况下，应煮沸30分钟后，再投入其它药料（已先行浸泡）同煎。后下：应在第1煎药料即将煎至预定量时，投入同煎5-10分钟。另煎：应切成小薄片，煎煮约2小时，取汁；另炖药应放入有盖容器内加入冷水（一般为药量的10倍左右）隔水炖。此类药物的原处方如系复方，则所煎（炖）得的药汁还应与方中其它药料所煎得的药汁混匀后，再行分装。某些特殊药物可根据药性特点具体确定煎（炖）药时间（用水适量）。溶化（烊化）：应在其它药煎至预定量并去渣后，将其置于药液中，文火煎煮，同时不断搅拌，待需溶化的药溶解即可。包煎：应装入包煎袋闭合后，再与其他药物同煎。包煎袋材质应符合药用要求（对人体无害）并有滤过功能。煎汤代水：应将该类药物先煎15-25分钟后，去渣、过滤、取汁，再与方中其它药料同煎。（出处：WFCMS国际组织标准《SCM 55-2020 中药处方、调剂、给付与煎服要求——第4部分：中药煎服要求》）                                                               
	0.3
	70.00%
	9
	155.36%

	B. 先煎 先煎药物原则上应先煎煮沸腾大于20min后，再投入其他药物（已先行浸泡）同煎。先煎的中药饮片品种共分为两类，①矿物类、贝壳类、角甲类中药饮片（该类中药饮片经过破碎处理后也可按常规药物煎煮或采用久煎方法）；②有毒中药饮片。
后下 后下的中药饮片应在煎煮结束前一定时间投入群药同煎。后下药物分为两类：①气味芳香、含挥发油多的中药饮片（该类品种应在一煎时后下）；②久煎易破坏药物有效成分的中药饮片（该类品种应在二煎时后下）。
另煎（另炖） 另煎（另炖）的中药饮片主要为一些贵细饮片。另煎药应当切成薄片，煎煮2次，每次1h，取汁；另炖药应当切成薄片，放入有盖容器内加入冷水（一般为药量的10倍左右）隔水炖2h～3h，取汁；所煎（炖）得的药汁还应当与方中其他药料所煎得的药汁混合后服用。
烊化（溶化） 烊化（溶化）的中药饮片品种分为两类：①胶类药物，单独用清水或黄酒加热烊化，然后兑入汤液一起服用；也可将其加入已煎好的药液中，文火煎煮，同时不断搅拌，至药物溶解即可；也可打成粗粉趁热加入煎液溶化即可；②易溶于水的药物，可溶入煎好的汤液中，搅拌至药物溶化使用。
包煎 需要包煎的中药饮片应当装入符合食品或药用级别包煎材料中与其他药物同煎，包煎容器应能保证药液药物充分交换且药物不漏出，包煎容器材质应符合相关标准要求。该类中药饮片分为四类：①含淀粉、黏液质较多的中药饮片；②漂浮于液面或沉于锅底的中药饮片；③带有绒毛的中药饮片；④易使药液浑浊的中药饮片。煎汤代水 应将药料先煎煮15min～25min后，去渣、过滤、取汁，再用药液煎煮方中其他药料。（出处：中华中医药学会团体标准《T-CACM 1366-2021 中药汤剂煎煮规范》）                                                      
	0.3
	86.67%
	4
	265.96%

	C. 沿用国家标准原文。                                                                  
	0.07
	93.33%
	2
	362.44%

	D. 综合以上内容。                                                                           
	0.5
	50.00%
	15
	101.71%


2.17 不同类型方剂煎煮时间调查结果
表 24 不同类型方剂煎煮时间调查结果
	选项
	[image: ]
	R
	S
	CV

	A. 一般药物煮沸后再煎煮20-30分钟；解表类、清热类、芳香类药物不宜久煎，煮沸后再煎煮15-20分钟；滋补药物先用武火煮沸后，改用文火慢煎约30-60分钟。第二煎的煎煮时间应比第一煎的时间略缩短。煎药过程中要搅拌药料2-3次。搅拌药料的用具应以陶瓷、不锈钢等材料制作的棍棒为宜，搅拌完一药料后应清洗再搅拌下一药料。（出处：WFCMS国际组织标准《SCM 55-2020 中药处方、调剂、给付与煎服要求—— 第4部分：中药煎服要求》） 
	0.43
	56.67%
	13
	117.21%

	B. 解表类、清热类、芳香类药物不宜久煎，煮沸后再煎（<30 min）；滋补类药物先用武火煮沸后，改用文火慢煎（>30 min）。（出处：中华中医药学会团体标准《T-CACM 1366-2021 中药汤剂煎煮规范》）
	0.03
	96.67%
	1
	608.58%

	C. 沿用国家标准原文。                                                                  
	0.07
	93.33%
	2
	362.44%

	D. 综合以上内容。                                                                           
	0.47
	53.33%
	14
	101.71%


2.18 儿科汤剂服药方法（给药步骤与体位）调查结果
表 25 儿科汤剂服药方法（给药步骤与体位）调查结果
	选项
	[image: ]
	R
	S
	CV

	A.对于婴儿：将婴儿置于直立或半直立位置。将注射器或滴管尖端置于嘴侧、脸颊和牙龈之间，缓慢释放药物。让婴儿自然吞咽。不要强迫药物下咽，以免引起窒息。对于较大儿童：让儿童直立坐位，用勺子或杯子啜饮药物。如需要，确保全剂量服用后跟进水或果汁。如果儿童30min内呕吐，仅在保留少于一半时重复剂量。对于苦味药物，可与少量牛奶或果汁混合，但确保全剂量服用。（出处：WHO指南"Pocket book of hospital care for children: guidelines for the management of common childhood illnesses"） 
	0.6
	40.00%
	18
	83.05%

	B. 沿用国家标准原文。                                                                  
	0.13
	86.67%
	4
	265.96%

	C. 综合以上内容。                                                                           
	0.27
	73.33%
	8
	166.58%


2.19 鼻饲管插入长度测量调查结果
表 26 鼻饲管插入长度测量调查结果
	选项
	[image: ]
	R
	S
	CV

	A. 采用NEMU方法（鼻→耳垂→剑突→脐中线）。（出处：ASPEN "Pediatric Nasogastric Tube Placement and Verification: Best Practice Recommendations From the NOVEL Project”、Australia RCH “Nasogastric and Orogastric Tube Insertion and Management"）       
	0.33
	66.67%
	10
	145.29%

	B. 沿用国家标准原文。                                                                  
	0.63
	36.67%
	19
	77.80%


2.20 鼻饲管放置验证调查结果
表 27 鼻饲管放置验证调查结果
	选项
	[image: ]
	R
	S
	CV

	A.首选抽吸胃液的pH测试（在1–5.5内）；X光为金标准；还有超声、呼气末CO2 等方法。（出处：ASPEN "Pediatric Nasogastric Tube Placement and Verification: Best Practice Recommendations From the NOVEL Project"）                                 
	0.03
	96.67%
	1
	608.58%

	B. 抽吸胃液的pH在1至5.5可作为首选测试排除胃管进入呼吸道；X射线为金标准；避免采用观察气泡、有无呼吸窘迫等方法验证。（出处：NHS England "Patient safety alert Nasogastric tube misplacement continuing risk of death and severe harm"）                      
	0.07
	93.33%
	2
	362.44%

	C. 抽吸胃液的pH 1-5.5或X射线是唯一可接受的位置确认方法。（出处：NHS England "Patient safety alert on placement devices for nasogastric tube insertion"）
	0.03
	96.67%
	1
	608.58%

	D. pH测试可作为一线方法，放射学确认必须由医疗人员下令确认管安全位置。插入时无窘迫不等同于置管正确。（出处：NSW Health "Nasogastric and Orogastric Tube Insertion and Management in Neonates"）
	0.0
	100.00%
	0
	

	E. X射线被认为是验证NGT位置的金标准。测量胃抽吸物的酸度或pH值是验证NGT放置最常用的循证方法。听诊不是检查管子放置的可靠方法，应避免。如果仍有疑虑或无法通过其他方法确认位置，则可以使用 X射线来确认放置位置。（出处：Australia RCH "Nasogastric and Orogastric Tube Insertion and Management"）
	0.07
	93.33%
	2
	362.44%

	F. 沿用国家标准原文。                                       
	0.37
	63.33%
	11
	132.47%

	G. 综合以上内容。                                 
	0.37
	63.33%
	11
	132.47%


2.21 术前护理（胃管插入前事项）调查结果
表 28 术前护理（胃管插入前事项）调查结果
	选项
	[image: ]
	R
	S
	CV

	A. 插入 NGT应考虑使用程序性疼痛管理和/或镇静。考虑并计划适合年龄的程序保持和非药物分散注意力的技术。如果合适，考虑对 12 个月以下的婴儿使用蔗糖减轻痛苦。如果合适，考虑在年龄较大的儿童（2 岁以上）中使用局部麻醉鼻喷雾剂。 （出处：Australia RCH"Nasogastric and Orogastric Tube Insertion and Management"）           
	0.2
	80.00%
	6
	203.42%

	B. 沿用国家标准原文。                                                                  
	0.2
	80.00%
	6
	203.42%

	C. 综合以上内容。                                                                           
	0.53
	46.67%
	16
	95.74%


2.22 鼻饲管放置操作调查结果
表 29 鼻饲管放置操作调查结果
	选项
	[image: ]
	R
	S
	CV

	A. 插入胃管过程中若遇到阻力，应停止推进，将胃管回撤 1-2 厘米，调整方向，轻微旋转胃管后再尝试推进。切勿强行推送胃管。（出处：NSW Health "Nasogastric and Orogastric Tube Insertion and Management in Neonates" ）                 
	0.43
	56.67%
	13
	117.21%

	B. 沿用国家标准原文。                                                                  
	0.13
	86.67%
	4
	265.96%

	C. 综合以上内容。                                                                           
	0.33
	66.67%
	10
	145.29%


2.23冲洗胃管水量调查结果
表 30 冲洗胃管水量调查结果
	选项
	[image: ]
	R
	S
	CV

	A.将冲洗胃管水量改为“建议新生儿3-5mL或儿科患者5-10mL。” （出处：Australia RCH "Nasogastric and Orogastric Tube Insertion and Management"）     
	0.4
	60.00%
	12
	124.57%

	B. 沿用国家标准原文。                                                                  
	0.13
	86.67%
	4
	265.96%

	C. 综合以上内容。                                                                           
	0.4
	60.00%
	12
	124.57%


2.24儿科中药鼻饲给药法禁忌调查结果
表 31 儿科中药鼻饲给药法禁忌调查结果
	选项
	[image: ]
	R
	S
	CV

	A. 绝对禁忌症：肠衰竭（用于喂养）、无法获得安全的肠内通路，即严重的面部中部外伤、颅底骨折；相对禁忌症：凝血异常、食管外伤，即最近摄入碱性物质（由于食管破裂的风险）、食管静脉曲张、食管狭窄，包括近期食管手术史、肿瘤或异物引起的食管梗阻、近期胃穿孔或胃手术史、近期鼻部手术。（出处：Australia RCH"Nasogastric and Orogastric Tube Insertion and Management"）   
	0.2
	80.00%
	6
	203.42%

	B. 沿用国家标准原文。                                                                  
	0.23
	76.67%
	7
	187.04%

	C. 综合以上内容。                                                                           
	0.5
	50.00%
	15
	101.71%


2.25更换胃管时间调查结果
表 32 更换胃管时间调查结果
	选项
	[image: ]
	R
	S
	CV

	A. 参阅制造商的包装指南，了解建议的更换时间。在没有建议的情况下，所有PVC管应每4周定期更换一次，聚氨酯管应每8周更换一次。（出处：Australia RCH"Nasogastric and Orogastric Tube Insertion and Management"）                                   
	0.3
	70.00%
	9
	155.36%

	B. 沿用国家标准原文。                                                                  
	0.17
	83.33%
	5
	222.97%

	C. 综合以上内容。                                                                           
	0.47
	53.33%
	14
	107.96%


2.26煎煮器具禁忌调查结果
表 33 煎煮器具禁忌调查结果
	选项
	[image: ]
	R
	S
	CV

	A. 不应使用铁锅、铝锅、铜锅。（出处：WFCMS国际组织标准《SCM 55-2020 中药处方、调剂、给付与煎服要求——第4部分：中药煎服要求》）
	0.37
	63.33%
	11
	132.47%

	B. 不得使用铝和普通塑料制品，禁用铁制等易腐蚀器具。（出处：中华中医药学会团体标准《T-CACM 1366-2021 中药汤剂煎煮规范》）  
	0.03
	96.67%
	1
	608.58%

	C. 沿用国家标准原文。                                                                  
	0.0
	100.00%
	0
	

	D. 综合以上内容。                                                                           
	0.57
	43.33%
	17
	88.42%


2.27修改“范围”调查结果
表 34修改“范围”调查结果
	选项
	[image: ]
	R
	S
	CV

	A.同意
	0.97
	3.33%
	29
	18.82%

	B.不同意                    
	0.0
	100.00%
	0
	


2.28修改“规范性引用文件”调查结果
表 35修改“规范性引用文件”调查结果
	选项
	[image: ]
	R
	S
	CV

	A.同意
	1.0
	0.00%
	30
	0.00%

	B.不同意                    
	0.0
	100.00%
	0
	


2.29“灌肠剂”定义调查结果
表 36增加“灌肠剂”定义调查结果
	选项
	[image: ]
	R
	S
	CV

	A.同意
	0.97
	3.33%
	29
	18.82%

	B.不同意                    
	0.0
	100.00%
	0
	


2.30增加“参考文献”调查结果
表 37增加“参考文献”调查结果
	选项
	[image: ]
	R
	S
	CV

	A.同意
	1.0
	0.00%
	30
	0.00%

	B.不同意                    
	0.0
	100.00%
	0
	


2.31增加煎药器具标准调查结果
表 38增加煎药器具标准调查结果
	选项
	[image: ]
	R
	S
	CV

	A. “ISO——18665 Traditional Chinese medicine — Herbal decoction apparatus”（2022年）  
	0.13
	86.67%
	4
	265.96%

	B.《GB/T 30219-2013 中药煎药机》                                                  
	0.0
	100.00%
	0
	

	C. 符合以上两项标准                                    
	0.8
	20.00%
	24
	50.85%


3问卷结果处理与分析
3.1直接接受修改意见
保留超过50%的专家支持的选项，即等级和大于答卷得分总数一半者，作为直接接受修改意见的条目。将直接接受修改意见的条目选项列表汇总如下：
表39 直接接受修改意见条目
	序号
	条目
	最高支持选项
	频数
	百分比

	1
	酊剂定义
	A.将原料药物用规定浓度的乙醇提取或溶解而制成的澄清液体制剂，也可用流浸膏稀释制成。注：供口服或外用。（出处：《中华人民共和国药典  2025版  四部》）
	26
	86.67%

	2
	乳浊液型液体制剂（口服乳剂）定义
	A. 口服溶液剂  口服混悬剂  口服乳剂        
口服溶液剂系指原料药物溶解于适宜溶剂中制成的供口服的澄清液体制剂。
口服混悬剂系指难溶性固体原料药物分散在液体介质中制成的供口服的混悬液体制剂，也包括浓混悬剂或干混悬剂。
口服乳剂系指用两种互不相溶的液体将药物制成的供口服等胃肠道给药的水包油型液体制剂。
注：用适宜的量具以小体积或以滴计量的口服溶液剂，口服混悬剂或口服乳剂称为滴剂。（出处：《中华人民共和国药典  2025版  四部》）
	23
	76.67%

	3
	流浸膏剂与浸膏剂定义
	A. 流浸膏剂、浸膏剂系指饮片用适宜的溶剂提取，蒸去部分或全部溶剂，调整至规定浓度而成的制剂。注：除另有规定外，流浸膏剂系指每1ml相当于饮片1g；浸膏剂分为稠膏和干膏两种，每1g相当于饮片2～5g。 （出处：《中华人民共和国药典  2025版  四部》）
	29
	96.67%

	4
	颗粒剂定义
	A. 原料药物与适宜的辅料混合制成具有一定粒度的干燥颗粒状制剂。注：颗粒剂可分为可溶颗粒（通称为颗粒）、混悬颗粒、泡腾颗粒、肠溶颗粒，根据释放特性不同还有缓释颗粒等。（出处：《中华人民共和国药典  2025版  四部》）
	21
	70.00%

	5
	片剂定义
	A. 原料药物或与适宜的辅料制成的圆形或异形的片状固体制剂。注1：中药还有浸膏片、半浸膏片和全粉末片等。注2：片剂以口服普通片为主，另有含片、舌下片、口腔贴片、咀嚼片、分散片、可溶片、泡腾片、阴道片、阴道泡腾片、缓释片、控释片、肠溶片与口崩片等。（出处：《中华人民共和国药典  2025版  四部》）
	23
	76.67%

	6
	胶囊剂定义
	A. 原料药物或与适宜辅料充填于空心胶囊或密封于软质囊材中制成的固体制剂。注：胶囊剂可分为硬胶囊和软胶囊。根据释放特性不同还有缓释胶囊、控释胶囊，肠溶胶囊等。 （出处：《中华人民共和国药典  2025版  四部》）                                     
	24
	80.00%

	7
	丸剂定义
	A. 原料药物与适宜的辅料制成的球形或类球形固体制剂。注：丸剂包括蜜丸、水蜜丸、水丸、糊丸、蜡丸、浓缩丸、滴丸和糖丸等。（出处：《中华人民共和国药典  2025版  四部》）     
	25
	83.33%

	8
	胶剂定义
	A. 将动物皮、骨、甲或角，用水煎取胶质，浓缩成稠胶状，经干燥后制成的固体块状口服制剂。注：按原料来源不同，胶剂可分以动物皮为原料制成的皮胶，以动物骨化的角为原料制成的角胶，以动物的骨骼为原料制成的骨胶，以动物的甲壳为原料制成的甲胶等。（出处：《中华人民共和国药典  2025版  四部》）
	27
	90.00%

	9
	直肠灌注给药法定义
	A. 灌肠疗法 将配制好的药液灌注并留置于肠腔，通过直接作用于患处及肠黏膜吸收等，以产生治疗效应的一种外治方法。注：常用于肾衰、大瘕泄、肠痹、肛肠病及痛经、盆腔炎、产后发热、高热抽搐等。（出处：中国国家标准《GB/T 16751.3-2023 中医临床诊疗术语  第3部分：治法》）
	22
	73.33%

	10
	直肠灌注给药法（直肠滴入给药法）归属
	B. 沿用国家标准归属于“小儿内治给药方法”。                                      
	16
	53.33%

	11
	直肠滴入给药法定义
	A. 经直肠中药滴入疗法  将消毒后的肛管或一次性直肠滴入导管塞入肛内到直肠，连接配制好的灌肠药袋，缓慢滴入，通过直肠黏膜的直接吸收，以治疗相应疾病的一种肛肠注射疗法。注：常用于肛肠病及消化道、呼吸道及妇科疾病，尤适用于小儿病毒性感冒、高热不退、急惊风、扁桃腺炎、支气管炎、哮喘、胃肠炎、痢疾、手足口病、肾病综合征等。（出处：中国国家标准《GB/T 16751.3-2023 中医临床诊疗术语  第3部分：治法》）       
	23
	76.67%

	12
	煎煮剂量
	B. 沿用国家标准原文。                                                
	22
	73.33%

	13
	浸泡用水选择
	A. 将“清水”改为“符合本国卫生标准的饮用水”。（出处：WFCMS国际组织标准《SCM 55-2020 中药处方、调剂、给付与煎服要求—— 第4部分：中药煎服要求》，中国国家标准《GBT+42282-2022 煎药中心通用要求》）
	27
	90.00%

	14
	儿科汤剂服药方法
	A.对于婴儿：将婴儿置于直立或半直立位置。将注射器或滴管尖端置于嘴侧、脸颊和牙龈之间，缓慢释放药物。让婴儿自然吞咽。不要强迫药物下咽，以免引起窒息。对于较大儿童：让儿童直立坐位，用勺子或杯子啜饮药物。如需要，确保全剂量服用后跟进水或果汁。如果儿童30min内呕吐，仅在保留少于一半时重复剂量。对于苦味药物，可与少量牛奶或果汁混合，但确保全剂量服用。 （出处：WHO指南"Pocket book of hospital care for children: guidelines for the management of common childhood illnesses"）
	18
	60.00%

	15
	胃管插入长度测量
	B. 沿用国家标准原文。
	19
	63.33%

	16
	术前护理（胃管插入前事项）
	C. 综合以上内容。                                   
	16
	53.33%

	17
	煎煮器具禁忌
	D. 综合以上内容。               
	17
	56.67%

	18
	修改“范围”
	同意

	29
	96.67%

	19
	修改“规范性引用文件”
	同意

	30
	100%

	20
	增加“灌肠剂”定义
	同意"
	29
	96.67%

	21
	增加“参考文献”
	同意
	30
	100%

	22
	增加煎药器具标准   
	C. 符合以上两项标准                                    
	24
	80.00%


根据统计结果，共有22项内容超过50%专家支持，根据“1.2统计结果处理方案”，将上表22条内容列为“直接修改意见”条目（对应表39）。这些条目多集中于：术语定义、某些操作步骤、新增或修改条目，这表明专家对上述内容已有较强共识。根据最高支持选项对原条目进行修改，另外针对部分条目进行专家意见汇总。
汇总专家意见如下：①针对乳浊液型液体制剂（口服乳剂）定义，建议乳剂定义同样按照溶液剂、混悬剂的格式，改为“口服乳剂系指药物分散于两种互不相溶的液体制成的供口服等胃肠道给药的水包油型液体制剂。”②针对颗粒剂定义，建议综合A-B选项：原料药物与适宜的辅料混合制成具有一定粒度的干燥颗粒状制剂。注：颗粒剂可分为可溶颗粒（通称为颗粒）、混悬颗粒、泡腾颗粒、肠溶颗粒，根据释放特性不同还有缓释颗粒和控释颗粒等。综合A-B选项，表达更全面具体。③针对片剂定义，提出是否需要保留“阴道片、阴道泡腾片”。④针对直肠灌注给药法定义，提出是否需要删除“产后发热、盆腔炎、大瘕泄”。⑤针对直肠滴入给药法定义建议改为：经直肠中药滴入疗法  将消毒后的肛管或一次性直肠滴入导管插入肛内到直肠，连接配制好的灌肠药袋，缓慢滴入，通过直肠黏膜的直接吸收，以治疗相应疾病的一种将药物经插入肛门的输液管点滴进入直肠的治疗方法。⑥针对煎煮剂量，建议是否可以再减少药量，如“新生儿10mL～30mL，婴儿50mL～80mL，幼儿及学龄前儿童100mL～150mL，学龄儿童200mL～300mL。”⑦针对儿科汤剂服药方法（给药步骤与体位），有专家提出：强迫之法不提倡，以避免呛咳引起窒息，或造成孩子的心理阴影。某些中药不宜与牛奶混合，以避免产生副作用或影响药效。⑧针对术前护理（胃管插入前事项），有专家建议：在原有心理护理基础上，加入程序性镇痛/镇静、非药物分散注意力、蔗糖及局麻喷雾等循证措施，更符合儿科安全与舒适化趋势。或改为“备齐器具用物至患儿床边。对神志清醒的学龄儿童及学龄前儿童做好心理护理，说明治疗的意义和注意事项，进行精神安慰与鼓励，消除患儿的紧张恐惧情绪，争取患儿能主动配合操作。插入 NGT应考虑使用程序性疼痛管理和/或镇静。考虑并计划适合年龄的程序保持和非药物分散注意力的技术。如果合适，考虑对12个月以下的婴儿使用蔗糖减轻痛苦。如果合适，考虑在年龄较大的儿童（2岁以上）中使用局部麻醉鼻喷雾剂。”⑨针对煎煮器具禁忌，建议“煎煮中药汤剂不可用铁制器皿，不应使用铝锅、铜锅和普通塑料制品。”，另有专家强调也不建议应用涂层锅。⑩针对中药鼻饲给药法，专家提出中医在澳洲，法定不能用鼻饲给药法；目前香港中医治疗方法限定在“依照以传统中医药学为基础的原则”。针对中药直肠给药法，专家提出：目前香港中医治疗方法限定在“依照以传统中医药学为基础的原则”。
3.2 争议条目分析 
根据“1.2统计结果处理方案”，仍有9条条目无超过50%的选项，分别为：煎药器具、浸泡时间及水量、特殊煎煮法、不同类型方剂煎煮时间、鼻饲管放置验证、鼻饲管放置操作、冲洗胃管水量、儿科中药鼻饲给药法禁忌及更换胃管时间，争议条目主题及最高选项汇总如下：
表40 争议条目主题及最高选项汇总表
	序
号
	条目
	最高支持选项
	频数
	百分比

	1
	煎药器具
	D. 综合以上内容。
	15
	50.00%

	2
	浸泡时间及水量
	D. 综合以上内容。       
	14
	46.67%

	3
	特殊煎煮法
	D. 综合以上内容。              
	15
	50.00%

	4
	不同类型方剂煎煮时间
	D. 综合以上内容。        
	14
	46.67%

	5
	鼻饲管放置验证
	F. 沿用国家标准原文。
G. 综合以上内容。        
	11
	36.67%

	6
	鼻饲管放置操作
	A. 插入胃管过程中若遇到阻力，应停止推进，将胃管回撤 1-2 厘米，调整方向，轻微旋转胃管后再尝试推进。切勿强行推送胃管。（出处：NSW Health "Nasogastric and Orogastric Tube Insertion and Management in Neonates" ）                                      
	13
	43.33%

	7
	冲洗胃管水量
	A.将冲洗胃管水量改为“建议新生儿3-5mL或儿科患者5-10mL。”（出处：Australia RCH "Nasogastric and Orogastric Tube Insertion and Management"）
C. 综合以上内容。                             
	12
	30.00%

	8
	儿科中药鼻饲给药法禁忌
	C. 综合以上内容。      
	15
	50.00%

	9
	更换胃管时间
	C. 综合以上内容。   
	14
	46.67%


争议条目国家标准内容、具体选项结果、专家意见分别如下：
（1）煎药器具
国家标准原文：煎药器具  瓦罐、陶罐、瓷罐、自动煎药机。
表41 煎药器具选项结果
	选项
	频数
	比例

	A. 最好使用砂锅，或不锈钢锅，或陶瓷器皿。（出处：WFCMS国际组织标准《SCM 55-2020 中药处方、调剂、给付与煎服要求—— 第4部分：中药煎服要求》）                                       
	8
	26.67%

	B. 砂锅、搪瓷锅、陶瓷、玻璃、不锈钢等材料制作的器具（并附盖）。（出处：中华中医药学会团体标准《T-CACM 1366-2021 中药汤剂煎煮规范》）                                       
	7
	23.33%

	C. 沿用国家标准原文。                                                                  
	3
	10.00%

	D. 综合以上内容。                                                                           
	15
	50.00%


专家文字建议：
①改为“首选砂锅、瓦罐，可用陶瓷、玻璃、不锈钢等材料制作的器具、自动煎药机等。”
②“瓦罐、陶罐、瓷罐、砂锅、搪瓷锅，玻璃、自动煎药机，不锈钢等材料制作的器具（并附盖）”。
③不锈钢锅具有诸多优点，如耐腐蚀、耐热等，但在熬制中药时可能存在一些潜在问题，包括金属离子溶出、药物成分反应等，这些都可能影响中药的药效及安全性。 因此，建议使用陶瓷锅、砂锅或玻璃器具作为熬制中药的容器，这些材质更能确保中药熬制过程的安全与药效。
（2）浸泡时间及水量
国家标准原文： 要求将药物浸透后，水面再高出药物平面2cm左右（解表剂约高出1cm，滋补剂约高出3cm）。浸泡30min左右。
表42 浸泡时间及水量选项结果
	选项
	频数
	比例

	A. 待煎药物应先行浸泡，浸泡时间一般为20-30分钟。但吸水性强的药物相对缩短，15分钟即可；较难吸水的则要适当延长浸泡时间，并定时翻转，促进其吸水，以润透为度。煎煮开始时的用水量一般以浸过药面2-3cm为宜，花、草类药物或煎煮时间较长的应酌量加水。                                                                  
	12
	40.00%

	B. 加水量高于液面2cm～5cm，浸泡时间应不少于30 min。矿石、介壳、龟甲类等应延长浸泡时间。（出处：WFCMS国际组织标准《SCM 55-2020 中药处方、调剂、给付与煎服要求——第4部分：中药煎服要求》）                                                 
	3
	10.00%

	C. 沿用国家标准原文。（出处：中国国家标准《GB/T42282-2022 煎药中心通用要求》）                                                                  
	3
	10.00%

	D. 综合以上内容。                                                                           
	14
	46.67%


专家文字意见：
①浸泡30分钟，绝大多数根茎类药物浸泡不透，应该60--120分钟。
②改为“浸泡20–30分钟，加水高出药面2–3cm，必要时延长浸泡，”。
③改为“待煎药物应先行浸泡，浸泡时间一般为20-30分钟。但吸水性强的药物相对缩短，15分钟即可。要求将药物浸透后，煎煮开始时的用水量一般以水面浸过药面，再高出药物平面2-3cm左右（解表剂约高出1cm，滋补剂约高出3cm）。”
（3）特殊煎煮法
国家标准原文： 先煎、后下、烊化的药物按医嘱执行。先煎药物应先煎煮30min再加入其余药物；后下药物应在其余药物煎煮完成前3min～5min加入；烊化药物通常是胶剂，先打碎放杯中，在其余药物煎煮完成后去药渣，将煮沸的药液倒入杯中，随即搅拌，使胶剂溶化。
表43 特殊煎煮法选项结果
	选项
	频数
	比例

	A. 凡注明有先煎、后下、另煎、烊化、包煎、煎汤代水等特殊要求应按照要求或医嘱操作：先煎：一般情况下，应煮沸30分钟后，再投入其它药料（已先行浸泡）同煎。后下：应在第1煎药料即将煎至预定量时，投入同煎5-10分钟。另煎：应切成小薄片，煎煮约2小时，取汁；另炖药应放入有盖容器内加入冷水（一般为药量的10倍左右）隔水炖。此类药物的原处方如系复方，则所煎（炖）得的药汁还应与方中其它药料所煎得的药汁混匀后，再行分装。某些特殊药物可根据药性特点具体确定煎（炖）药时间（用水适量）。溶化（烊化）：应在其它药煎至预定量并去渣后，将其置于药液中，文火煎煮，同时不断搅拌，待需溶化的药溶解即可。包煎：应装入包煎袋闭合后，再与其他药物同煎。包煎袋材质应符合药用要求（对人体无害）并有滤过功能。煎汤代水：应将该类药物先煎15-25分钟后，去渣、过滤、取汁，再与方中其它药料同煎。 （出处：WFCMS国际组织标准《SCM 55-2020 中药处方、调剂、给付与煎服要求——第4部分：中药煎服要求》）                                                              
	9
	30.00%

	B. 先煎 先煎药物原则上应先煎煮沸腾大于20min后，再投入其他药物（已先行浸泡）同煎。先煎的中药饮片品种共分为两类，①矿物类、贝壳类、角甲类中药饮片（该类中药饮片经过破碎处理后也可按常规药物煎煮或采用久煎方法）；②有毒中药饮片。
后下 后下的中药饮片应在煎煮结束前一定时间投入群药同煎。后下药物分为两类：①气味芳香、含挥发油多的中药饮片（该类品种应在一煎时后下）；②久煎易破坏药物有效成分的中药饮片（该类品种应在二煎时后下）。
另煎（另炖） 另煎（另炖）的中药饮片主要为一些贵细饮片。另煎药应当切成薄片，煎煮2次，每次1h，取汁；另炖药应当切成薄片，放入有盖容器内加入冷水（一般为药量的10倍左右）隔水炖2h～3h，取汁；所煎（炖）得的药汁还应当与方中其他药料所煎得的药汁混合后服用。
烊化（溶化） 烊化（溶化）的中药饮片品种分为两类：①胶类药物，单独用清水或黄酒加热烊化，然后兑入汤液一起服用；也可将其加入已煎好的药液中，文火煎煮，同时不断搅拌，至药物溶解即可；也可打成粗粉趁热加入煎液溶化即可；②易溶于水的药物，可溶入煎好的汤液中，搅拌至药物溶化使用。
包煎 需要包煎的中药饮片应当装入符合食品或药用级别包煎材料中与其他药物同煎，包煎容器应能保证药液药物充分交换且药物不漏出，包煎容器材质应符合相关标准要求。该类中药饮片分为四类：①含淀粉、黏液质较多的中药饮片；②漂浮于液面或沉于锅底的中药饮片；③带有绒毛的中药饮片；④易使药液浑浊的中药饮片。煎汤代水 应将药料先煎煮15min～25min后，去渣、过滤、取汁，再用药液煎煮方中其他药料。（出处：中华中医药学会团体标准《T-CACM 1366-2021 中药汤剂煎煮规范》）                                                      
	4
	13.33%

	C. 沿用国家标准原文。                                                                  
	2
	6.67%

	D. 综合以上内容。                                                                           
	15
	50.00%


专家文字意见：
①先煎药物一般先煎30分钟，有些药物根据用量先煎时间宜更长，如附子、乌头等有毒类药物，需要煎煮更长时间。
②改为“凡注明有先煎、后下、另煎（另炖）、烊化（溶化）、包煎、煎汤代水等特殊要求应按照要求或医嘱操作：先煎：一般情况下，应煮沸30分钟后，再投入其它药料（已先行浸泡）同煎。后下：应在其余药物煎煮完成前3min～5min加入。另煎：应切成小薄片，煎煮约2小时，取汁；另炖：药应放入有盖容器内加入冷水（一般为药量的10倍左右）隔水炖。此类药物的原处方如系复方，则所煎（炖）得的药汁还应与方中其它药料所煎得的药汁混合后服用。某些特殊药物可根据药性特点具体确定煎（炖）药时间（用水适量）。烊化（溶化 ）：分为两类：①胶类药物，单独用清水或黄酒加热烊化，然后兑入汤液一起服用；也可将其加入已煎好并去渣后的药液中，文火煎煮，同时不断搅拌，至药物溶解即可；也可打成粗粉趁热加入煎液溶化即可；②易溶于水的药物，可溶入煎好的汤液中，搅拌至药物溶化使用。包煎：应装入包煎袋闭合后，再与其他药物同煎。包煎袋材质应符合药用要求（对人体无害）并有滤过功能。煎汤代水：应将该类药物先煎15-25分钟后，去渣、过滤、取汁，再与方中其它药料同煎。”
（4）不同类型方剂煎煮时间
国家标准原文： 将加水药罐置炉火上加热，先武火煮开，再文火继续加热。一般方药在煮开后文火煎煮约20min～30min，解表方药约10min～15min，滋补方药约30min～40min。煎毕去火。将所煎药液通过小药筛滤入预先洗净的碗或杯内。
表44 不同类型方剂煎煮时间选项结果
	选项
	频数
	比例

	A. 一般药物煮沸后再煎煮20-30分钟；解表类、清热类、芳香类药物不宜久煎，煮沸后再煎煮15-20分钟；滋补药物先用武火煮沸后，改用文火慢煎约30-60分钟。第二煎的煎煮时间应比第一煎的时间略缩短。煎药过程中要搅拌药料2-3次。搅拌药料的用具应以陶瓷、不锈钢等材料制作的棍棒为宜，搅拌完一药料后应清洗再搅拌下一药料。（出处：WFCMS国际组织标准《SCM 55-2020 中药处方、调剂、给付与煎服要求—— 第4部分：中药煎服要求》） 
	13
	43.33%

	B. 解表类、清热类、芳香类药物不宜久煎，煮沸后再煎（<30 min）；滋补类药物先用武火煮沸后，改用文火慢煎（>30 min）。（出处：中华中医药学会团体标准《T-CACM 1366-2021 中药汤剂煎煮规范》）
	1
	3.33%

	C. 沿用国家标准原文。                                                                  
	2
	6.67%

	D. 综合以上内容。                                                                           
	14
	46.67%


专家文字建议：
1 解表类15–20min，滋补类30–60min，普通方20–30min。
②改为“将加水药罐置炉火上加热，先武火煮开，再文火继续加热。一般方药在煮开后文火煎煮约20min～30min，解表类、清热类、芳香类药物煮沸后再煎煮15-20分钟；滋补药物先用武火煮沸后，改用文火慢煎约30-60分钟。第二煎的煎煮时间应比第一煎的时间略缩短。煎毕去火。将所煎药液通过小药筛滤入预先洗净的碗或杯内。”
（5）鼻饲管放置验证
国家标准原文：插管到达预定长度时，可用抽吸胃液法或用听诊器在胃部听气过水声，或者将胃管末端置于盛水碗中无气泡逸出，以确定胃管在胃内。若不在胃内需重新插管。
表45 鼻饲管放置验证选项结果
	选项
	频数
	比例

	A.首选抽吸胃液的pH测试（在1–5.5内）；X光为金标准；还有超声、呼气末CO2 等方法。（出处：ASPEN “ Pediatric Nasogastric Tube Placement and Verification: Best Practice Recommendations From the NOVEL Project”）                                 
	1
	3.33%

	B. 抽吸胃液的pH在1至5.5可作为首选测试排除胃管进入呼吸道；X射线为金标准；避免采用观察气泡、有无呼吸窘迫等方法验证。（出处：NHS England “Patient safety alert Nasogastric tube misplacement continuing risk of death and severe harm”）                       
	2
	6.67%

	C. 抽吸胃液的pH 1-5.5或X射线是唯一可接受的位置确认方法。（出处：NHS England “Patient safety alert on placement devices for nasogastric tube insertion”）
	1
	3.33%

	D. pH测试可作为一线方法，放射学确认必须由医疗人员下令确认管安全位置。插入时无窘迫不等同于置管正确。（出处：NSW Health “Nasogastric and Orogastric Tube Insertion and Management in Neonates”）
	0
	0.00%

	E. X射线被认为是验证NGT位置的金标准。测量胃抽吸物的酸度或pH值是验证NGT放置最常用的循证方法。听诊不是检查管子放置的可靠方法，应避免。如果仍有疑虑或无法通过其他方法确认位置，则可以使用 X射线来确认放置位置。（出处：Australia RCH “Nasogastric and Orogastric Tube Insertion and Management”）
	2
	6.67%

	F. 沿用国家标准原文。                                       
	11
	36.67%

	G. 综合以上内容。                                 
	11
	36.67%


专家文字建议：
①改为“插管到达预定长度时，可用抽吸胃液法或用听诊器在胃部听气过水声，或者将胃管末端置于盛水碗中无气泡逸出，以确定胃管在胃内。若不在胃内需重新插管。首选抽吸胃液的pH测试（在1–5.5内）；X光为金标准；还有超声、呼气末CO2等方法。”
（6）鼻饲管放置操作
国家标准原文： 6.2.1 插胃管法插入不畅时，检查胃管是否盘曲在口中，或将胃管拔出少许，再缓慢插入。
表46 鼻饲管放置操作选项结果
	选项
	频数
	比例

	A. 插入胃管过程中若遇到阻力，应停止推进，将胃管回撤 1-2 厘米，调整方向，轻微旋转胃管后再尝试推进。切勿强行推送胃管。（出处：NSW Health “Nasogastric and Orogastric Tube Insertion and Management in Neonates” ）                 
	13
	43.33%

	B. 沿用国家标准原文。                                                                  
	4
	13.33%

	C. 综合以上内容。                                                                           
	10
	33.33%


专家文字建议：
①改为“插入胃管过程中若遇到阻力，应停止推进，将胃管回撤 1-2 厘米，调整方向，轻微旋转胃管后再尝试推进。切勿强行推送胃管。插胃管法插入不畅时，检查胃管是否盘曲在口中，或将胃管拔出少许，再缓慢插入。”
（7）冲洗胃管水量
国家标准原文：鼻饲后：用温水10mL～20mL冲洗胃管，避免药物残留在胃管内发酵或变质，引起病人胃肠炎或堵塞管腔。
表47 冲洗胃管水量选项结果
	选项
	S
	CV

	A.将冲洗胃管水量改为“建议新生儿3-5mL或儿科患者5-10mL。” （出处：Australia RCH“Nasogastric and Orogastric Tube Insertion and Management” ）     
	12
	40.00%

	B. 沿用国家标准原文。                                                                  
	4
	13.33%

	C. 综合以上内容。                                                                           
	12
	40.00%


专家文字建议：
①保留国标区间（10–20 mL）并补充“新生儿3–5 mL/儿科5–10 mL”的分层建议，更贴合不同年龄与管径。
②改为“鼻饲后：用温水10mL～20mL冲洗胃管，新生儿3-5mL，儿科患者5-10mL，避免药物残留在胃管内发酵或变质，引起病人胃肠炎或堵塞管腔。”
（8）儿科中药鼻饲给药法禁忌
国家标准原文： B.2.1 鼻饲法给药常用于昏迷、吞咽困难等不能口服中药的患儿，以及已因病情需要而插管的患儿。若能够口服给药或可用直肠给药的患儿一般不要采用此法。
表48 儿科中药鼻饲给药法禁忌选项结果
	选项
	频数
	比例

	A. 绝对禁忌症：肠衰竭（用于喂养）、无法获得安全的肠内通路，即严重的面部中部外伤、颅底骨折；相对禁忌症：凝血异常、食管外伤，即最近摄入碱性物质（由于食管破裂的风险）、食管静脉曲张、食管狭窄，包括近期食管手术史、肿瘤或异物引起的食管梗阻、近期胃穿孔或胃手术史、近期鼻部手术。（出处：Australia RCH“Nasogastric and Orogastric Tube Insertion and Management” ）   
	6
	20.00%

	B. 沿用国家标准原文。                                                                  
	7
	23.33%

	C. 综合以上内容。                                                                           
	15
	50.00%


专家文字建议：
①“若可安全口服或可改用直肠给药者，不推荐鼻饲。”
②“若可安全口服或可改用直肠给药者，不推荐鼻饲。”增补“急性呼吸道显著受限、严重鼻咽部解剖异常或近期鼻咽手术/创伤等相对禁忌”作为补充提示。维持中医适应证/禁忌的原框架，同时参考现代儿科置管相对禁忌加强安全边界。
③改为“鼻饲法给药常用于昏迷、吞咽困难等不能口服中药的患儿，以及已因病情需要而插管的患儿。若能够口服给药或可用直肠给药的患儿一般不要采用此法。绝对禁忌症：肠衰竭（用于喂养）、无法获得安全的肠内通路，即严重的面部中部外伤、颅底骨折；相对禁忌症：凝血异常、食管外伤，即最近摄入碱性物质（由于食管破裂的风险）、食管静脉曲张、食管狭窄，包括近期食管手术史、肿瘤或异物引起的食管梗阻、近期胃穿孔或胃手术史、近期鼻部手术。”
（9）更换胃管时间
国家标准原文： 6.2.4 拔管法 长期留置胃管的患儿一般需要7d更换一次，但硅胶管留置时间可延长至21d～30d、聚氨酯胃管（忌用液体石蜡等油性润滑剂，用温开水润滑）放置时间可长达两月。
表49 更换胃管时间选项结果
	选项
	频数
	比例

	A. 参阅制造商的包装指南，了解建议的更换时间。在没有建议的情况下，所有PVC管应每4周定期更换一次，聚氨酯管应每8周更换一次。（出处：Australia RCH“Nasogastric and Orogastric Tube Insertion and Management”）                                   
	9
	30.00%

	B. 沿用国家标准原文。                                                                  
	5
	16.67%

	C. 综合以上内容。                                                                           
	14
	46.67%


专家文字建议：
①改为“参阅制造商的包装指南，了解建议的更换时间。在没有建议的情况下，所有PVC管应每4周定期更换一次，聚氨酯管应每8周更换一次。长期留置胃管的患儿一般需要7d更换一次，但硅胶管留置时间可延长至21d～30d、聚氨酯胃管（忌用液体石蜡等油性润滑剂，用温开水润滑）放置时间可长达两月。”
3.3开放性问题汇总
表50 开放性问题专家意见汇总表
	主题
	专家意见

	地方法规                                                                         
	①中医在澳洲，法定不能用鼻饲给药法。
②目前香港中医治疗方法限定在“依照以传统中医药学为基础的原则”。

	建议新增内容
	①建议在国际标准中增列“鼻腔黏膜给药法”，归属小儿内治给药法。依据 WHO《Model Formulary for Children (2010)》、ISO 11239:2012、FDA 及 EMA 指南，鼻腔黏膜给药属系统性吸收途径，与口服、直肠同属“内治法”范畴。对于不能口服或频繁呕吐或直接作用于鼻腔局部鼻黏膜的患儿，该法安全、快速、依从性高，具有临床与国际推广价值。请参考。口服是最重要的用药方法，不同年龄给药剂量、一天服用次数、药液温度、服药时间等等，似乎应该介绍。
②建议明确‘早产儿、低体重儿’等特殊人群的给药注意事项，增强临床适用性。
③建议在附录中增加‘多语言术语对照表’（如中英对照），便于国际推广。
④直肠灌注给药法、直肠滴入给药法，只有定义，并没有具体用法：器具、操作方法、用量、温度、禁忌等，只有胃管给药有详细的标准，似乎不完整。

	英文译名建议
	①中医技术操作规范 儿科 第1部分:小儿内治给药方法
Standards Operating Procedures and Techniques of Traditional Chinese Medicine  Pediatrics Part 1: Methods of administration for pediatric internal treatment 
②鼻饲法 Nasogastric Tube Insertion Feeding"


四、讨论
（一）共识内容的实践价值与国际适配意义
本次调查中22条高共识条目（支持率≥53.33%）的形成，为国家标准向国际标准转化提供了核心支撑，其价值体现在多维度实践适配性上。
在术语定义层面，酊剂、流浸膏剂等8类制剂的新定义获得70%以上专家支持，其中流浸膏剂与浸膏剂定义支持率达96.67%。这些定义多参考《中华人民共和国药典 2025 版（四部）》，既保持了中医制剂术语的专业性，又与国际通用的制剂定义逻辑接轨，解决了传统术语在国际传播中的歧义问题。例如胶剂定义明确原料来源分类，丸剂定义细化剂型种类，使全球中医儿科医师能快速精准理解技术内涵，为临床操作统一奠定基础。
在标准框架优化方面，修改“范围”“规范性引用文件”、增加“灌肠剂”定义及“参考文献”的支持率均超过96%，其中两项获100%支持。这反映出专家对国际标准“完整性、溯源性、可参考性”的普遍诉求——规范引用文件可增强标准的可靠证据支撑，参考文献能提升技术可信度，新增“灌肠剂” 定义则填补了原有标准的剂型覆盖空白，使内治给药方法体系更完整。
在操作细节标准化上，浸泡用水改为“符合本国卫生标准的饮用水”、儿科汤剂服药方法（体位与步骤）等条目达成共识。前者兼顾不同国家地区的卫生标准差异，避免了“清水”表述的模糊性；后者针对婴儿与较大儿童的差异化操作建议，直接回应了儿科给药的安全痛点，其强调的“避免强迫给药”“呕吐后剂量调整”等内容，更符合儿科给药特点。
此外，增加煎药器具标准条目选择“符合ISO 18665（2022年）与《GB/T 30219-2013 中药煎药机》两项标准”，支持率达80%。这一选择平衡了国际标准与国内实践，ISO 标准保障了国际通用性，国内标准则贴合中医煎药机的主流应用场景，使标准既具备国际认可度，又不脱离实际临床条件。
（二）争议条目的核心分歧与深层原因
9条争议条目（支持率≤50%）的分歧并非单纯技术差异，而是由法规环境、临床实践场景、儿科人群特殊性等多重因素交织导致，具体可归纳为三类核心矛盾：
1.传统操作经验与现代循证医学
煎药相关操作（器具、浸泡时间及水量、特殊煎煮法、方剂煎煮时间）的争议，本质是传统经验型操作与现代标准化要求的冲突。以煎药器具为例，50%专家支持“综合以上内容”的选项，但专家意见仍存在分歧：部分专家认可不锈钢锅的实用性，认为其耐腐蚀、易操作；另一部分则提出金属离子溶出影响药效，主张优先使用砂锅、陶瓷锅。体现传统煎药器具与现代临床中不锈钢锅、自动煎药机的普及仍需要达成共识。
浸泡时间及水量的争议中，有专家提出“根茎类药物需浸 60-120分钟”，与传统“30 分钟左右”的标准形成差异。这一差异反映了临床场景的精细化需求。特殊煎煮法中，有毒中药先煎时间、后下药物分类等争议，也体现了专家对药物安全性的要求。
鼻饲管放置验证的争议则体现了传统方法与现代循证技术的冲突：36.67%专家支持沿用“听诊气过水声、观察气泡”的传统方法，另一部分则主张采用“pH测试+X光验证”的现代方案。传统方法操作简便、成本低，适合基层医疗场景；而现代方案虽准确性高，但依赖设备支持，且X光存在辐射风险，使得专家在实用性与安全性之间难以达成统一。
2.地域法规差异与国际标准通用性
鼻饲给药法、直肠给药法的争议，核心是地域诊疗法规限制与国际标准普适性的矛盾。专家明确提出“中医在澳洲法定不能用鼻饲给药法”“香港中医治疗方法限定于传统中医药学基础原则”，这意味着部分给药方法在特定地区存在法律适用障碍。若国际标准强制纳入此类方法，可能导致相关地区无法采纳；若完全剔除，则会影响标准的完整性，无法满足其他地区的临床需求。
3.儿科人群的精细化需求
冲洗胃管水量、更换胃管时间、儿科中药鼻饲给药法禁忌等条目的争议，根源是儿童 “年龄分层、个体差异大”的生理特点，导致标准化方案难以覆盖所有场景。以冲洗胃管水量为例，30%专家支持“新生儿3-5mL、儿科患者5-10mL”的分层建议，30%支持“综合原有国标10-20mL与分层建议”，分歧焦点在于“是否需要按年龄细化剂量”。
更换胃管时间的争议中，46.67%专家支持“综合制造商指南与原有国标”，30%支持“仅按制造商指南”。不同材质胃管（PVC、聚氨酯、硅胶）的使用寿命存在差异，制造商指南更贴合产品性能，但临床中患儿的胃管耐受度、护理条件不同，部分专家认为需结合“7天更换”的传统经验进行灵活调整，尤其对于基层医疗场景中缺乏产品指南的情况，传统经验仍具实用价值。
儿科中药鼻饲给药法禁忌的争议，50%专家支持“综合原有国标与现代禁忌症”，23.33%支持沿用原有国标。中医儿科鼻饲多用于昏迷、吞咽困难患儿，此类患儿常合并多种基础疾病，过于严格的禁忌症可能导致部分患儿无法获得有效治疗，而过于宽松则可能增加安全风险。
（三）开放性问题的价值与标准优化方向
开放性问题收集的专家意见，指出了标准的潜在缺口，为后续优化提供了明确方向，其核心价值体现在“填补空白、适配国际、细化特殊场景”三个维度。
鼻饲给药法的国际合法性意见，为标准的“地域适配性”优化提供了关键参考。除澳洲外，可能存在其他国家或地区对中医鼻饲给药的法规限制，若标准未明确“地域适用提示”，可能导致使用者因违规面临法律风险。另外中国香港地区专家提出“香港中医治疗方法限定于传统中医药学基础原则”，中药鼻饲给药法及中药直肠给药法在部分地区实行也存在限制。
新增内容建议聚焦“临床缺口与国际推广”，具有极强的实践意义。建议增列“鼻腔黏膜给药法”，依据WHO、ISO等国际指南，符合国际儿科诊疗需求；“明确早产儿、低体重儿给药注意事项”的建议，针对特殊儿科人群的生理脆弱性，也可提升标准的临床适用性；“增加多语言术语对照表”则直接回应了国际标准的传播需求，避免因语言障碍导致传播受限；提出是否增加直肠灌注与滴入给药法的具体操作，也可添补空白，缺乏操作细节可能会导致临床执行混乱。
英文译名建议则体现了“术语国际化”的细节诉求，专家提供的“Standards Operating Procedures and Techniques of Traditional Chinese Medicine Pediatrics Part 1: Methods of administration for pediatric internal treatment”等译名，既准确传达中文核心含义，又符合国际标准的命名规范，避免了直译导致的语义偏差，为标准的英文版本制定提供了高质量参考。
五、结论与下一步工作计划
本次问卷为国际标准修订提供了关键依据，部分条目已形成高一致性意见，可直接纳入修改稿。对意见分歧显著的条目，将提交后续专家论证会重点讨论，其中含较多专家取有“综合以上内容”选项，拟由项目组综合各选项及专家文字建议提出新的文本供专家论证组讨论。
下一阶段工作包括：①整理经本次问卷修订的国际标准草稿；②补充规范性引用文件、参考文献等附录内容；③召开专家论证会；④完成国际标准草案文本。
本研究为《中医技术操作规范  儿科  第1部分：小儿内治给药方法》国家标准向国际标准转化提供了科学依据，将有助于形成更加严谨、规范、具有国际认可度的中医儿科技术标准。
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附件2
[bookmark: _Toc469601980]专家论证会会议纪要
会议时间：2025年12月3日 19:00-21:00
会议地点：中国·南京（线下+线上结合）
会议性质：国家标准（GB/Z 40893.1-2021）向世界中医药学会联合会（WFCMS）国际标准转化专家论证会
参会人员：
项目工作组：组长汪受传（南京中医药大学），各项目组成员。
论证专家组：组长：丁樱（河南中医药大学）。成员（按姓氏笔画排序）：万力生（深圳市儿童医院）、马融（天津中医药大学第一附属医院）、王有鹏（黑龙江中医药大学附属第二医院）、王丽丽（世界中医药学会联合会国际标准部）、王素梅（北京中医药大学东方医院）、史正刚（甘肃中医药大学）、刘建忠（湖北中医药大学）、虞坚尔（上海中医药大学）、熊磊（云南中医药大学）、张葆青（山东中医药大学附属医院）、俞建（复旦大学儿科医院）、戴启刚（南京中医药大学）
一、会议背景与工作基础
本次专家论证会是《国际中医技术操作规范 儿科 第1部分：小儿内治给药方法》国际标准转化项目的关键性节点会议。为提升会议效率与决策科学性，项目组于会前向全体论证专家发送了论证会全套材料，内容包括：《国际中医技术操作规范 儿科 第1部分：小儿内治给药方法》专家问卷调查总结报告、《国际中医技术操作规范 儿科 第1部分：小儿内治给药方法》专家论证会征求意见函（包括9项核心争议条目、开放性问题及项目组整合建议）、原国家标准文本《GBZ 40893.1-2021 中医技术操作规范 儿科 第1部分：小儿内治给药方法》。
会议采取“会前函审+会中论证+会后书面确认”的三段式工作模式。专家在会前已基于征求意见函内容进行独立审阅与初步评分，会中针对重点争议问题进行集中研讨，会后1周内（12月10日前）将书面意见函返回项目组邮箱，确保每位专家的最终意见得到完整记录。
本会议纪要综合了会议现场讨论记录与13位专家书面返回的征求意见函双重信息，对各项争议条目及开放性建议的论证过程、专家评分结果、修改建议及最终决议进行了系统梳理，作为标准编制说明的重要组成部分，提交世界中医药学会联合会国际标准部审查。
二、项目工作汇报
项目负责人汪受传教授首先介绍了项目背景：本次转化工作源于2021年发布的中国国家标准，核心目标是通过严谨的循证研究与国际对标，形成具有科学性、安全性、可操作性的国际标准草案，推动中医儿科内治给药技术在全球范围内的规范化应用。
项目组秘书张梦瑶向各位专家汇报了前期工作进展情况，并就专家问卷调查结果，重点将9项核心争议条目及开放性意见进行了介绍说明。
三、争议条目决议
专家们会前已收到征求意见函、前期专家问卷调查总结报告及原国家标准电子版，对争议条目及开放性意见进行了认真审阅。会议中专家们积极发言，总体上对项目工作组提出的整合意见给予了肯定，认为技术方案已比较成熟，可以作为国际标准转化的基础。对于具体条款，专家们进行了认真讨论，提出如下论证意见：
[bookmark: _Hlk216606677]（一）条目1：煎药器具
1.征求意见函原文
（1）国家标准
煎药器具：瓦罐、陶罐、瓷罐、自动煎药机。
（2）项目组意见
煎药器具：砂锅、瓦罐、陶瓷、不锈钢、玻璃、搪瓷等材料制成的带盖器具；自动煎药机。
2.专家论证意见
（1）专家论证结果
全体13位专家一致同意（2分/须选），支持率100%。
（2）主要修改建议
张葆青：可将“；”改为逗号并加“以及”，使表述更流畅。
俞建：建议补充不锈钢材质说明，如“食品级304或316”。
马融：同意以上专家对煎药容器的建议，并强调应明确列出禁忌容器，禁用铁锅、铝锅、铜锅。
3.项目组决议
采纳项目组意见，在定稿中进一步明确不锈钢材质要求。禁忌容器已在附录中单独列出，煎药器具部分不再重复禁忌内容，确保文本简洁。
（二）条目2：浸泡时间及水量
1.征求意见函原文
（1）国家标准
浸透后水面高出2cm（解表剂1cm、滋补剂3cm），浸泡30min。
（2）项目组意见
待煎药物应先浸泡，浸泡时间一般不少于30min（解表剂可缩短至20min，滋补剂、矿石及介壳类延长至45-60min）。加水量以高出药面2-3cm为宜（解表剂约1-2cm，滋补剂、花草类及煎煮时间较长者约3-5cm），以药物充分浸透为度。
2.专家论证意见
（1）专家论证结果
戴启刚、史正刚、张葆青3位专家部分同意（1分/可选），10位专家完全同意（2分/须选），支持率76.9%。
（2）主要修改建议
戴启刚、史正刚：删除“解表剂可缩短至20min”，改为“浸泡时间一般不少于30min（滋补剂、矿石及介壳类延长至45～60min）”。
张葆青：同意以上专家意见，解表剂缩短煎煮时间即可，无需缩短浸泡时间。
3.项目组决议
采纳专家意见，删除条目2中“解表剂可缩短至20min”的括号内容，仅保留滋补剂和矿石介壳类的延长说明，使行文更加规范统一。
（三）条目3：特殊煎煮法
1.征求意见函原文
（1）国家标准
先煎、后下、烊化的药物按医嘱执行。先煎药物应先煎煮30min再加入其余药物；后下药物应在其余药物煎煮完成前3min～5min加入；烊化药物通常是胶剂，先打碎放杯中，在其余药物煎煮完成后去药渣，将煮沸的药液倒入杯中，随即搅拌，使胶剂溶化。
（2）项目组意见
[bookmark: _Hlk216608249]凡注明先煎、后下、另煎、烊化、包煎、煎汤代水等特殊要求的药物，应按医嘱或相关规范执行。
先煎：矿物类、贝壳类、角甲类及有毒饮片应先煎30min，再加入已浸泡的其他药物同煎。
后下：芳香类、含挥发油多的饮片应在第一煎结束前5-10min加入；久煎易破坏有效成分的饮片应在第二煎结束前加入。
另煎（另炖）：贵重饮片应切薄片。另煎者煎煮2次，每次1 h，取汁；另炖者加饮用水（药量10倍）隔水炖2-3 h，取汁。所煎（炖）药汁应与其他药汁混匀后服用。
烊化（溶化）：胶类药物应打碎，在其余药物煎好去渣的药液中文火煎煮，不断搅拌至溶解，或单独用黄酒/饮用水加热烊化后兑入。易溶药物可直接溶入药液。
包煎：装入符合药用要求（对人体无害）、有滤过功能并保证药液交换的包煎袋后同煎。需包煎者包括：含淀粉或黏液质多、漂浮或沉底、带绒毛、易使药液浑浊的饮片。
煎汤代水：先煎15-25min，去渣取汁，再煎其他药料。
2.专家论证意见
（1）专家论证结果
戴启刚、史正刚、刘建忠3位专家部分同意（1分/可选），10位专家完全同意（2分/须选），支持率76.9%。 
（2）主要修改建议
[bookmark: _Hlk216608290]戴启刚：修改“煎汤代水”表述改为“煎汤代水：将某些/味中药先煎15～25分钟，去渣取汁，用所得药汁代替清水来煎煮方中的其他药物。”
[bookmark: _Hlk216608269]史正刚：建议将“有毒饮片”表述改为“需减毒增效中药”。
[bookmark: _Hlk216608263]俞建：建议将“有毒饮片”表述修改，有些有毒饮片需要煎煮不止30分钟，是否可以改为“根据经验及规范煎煮30分钟或以上”，涵盖面广。
3.项目组决议
采纳修改建议，结合专家建议修改“先煎”及“有毒饮片”、“煎汤代水”定义表述。
（四）条目4：不同类型方剂煎煮时间
1.征求意见函原文
（1）国家标准
将加水药罐置炉火上加热，先武火煮开，再文火继续加热。一般方药在煮开后文火煎煮约20min～30min，解表方药约10min～15min，滋补方药约30min～40min。煎毕去火。将所煎药液通过小药筛滤入预先洗净的碗或杯内。
（2）项目组意见
将药物置炉火上，先武火煮沸，改用文火继续煎煮。一般药物煮沸后再煎煮20-30min；解表、清热、芳香类药物不宜久煎，煮沸后再煎煮15-20min；滋补药物先用武火煮沸后，改用文火慢煎30-60min。第二煎煎煮时间应略短于第一煎。煎煮过程中应搅拌药料2-3次，搅拌用具以陶瓷、不锈钢等材料制作的棍棒为宜。煎毕去火，药液通过小药筛滤入洁净容器内。
2.专家论证意见
（1）专家论证结果
戴启刚、史正刚、刘建忠、张葆青4位专家部分同意（1分/可选），9位专家完全同意（2分/须选），支持率69.2%。
（2）主要修改建议
戴启刚：过程描述略显繁琐，建议应简洁文字。
史正刚：建议将“将药物置炉火上，”改为“将加水药罐置炉火上”。
王丽丽：建议第二煎时间能否明确具体时间范围。
张葆青：搅拌工具目前国内家庭使用的以竹制品（竹筷）为多，需根据现实情况进行修改；如果使用不锈钢制具，也建议强调食品级，不一定具体到是304或316等。可改为：“搅拌用具以陶瓷、食品级不锈钢等材料制作的棍棒及竹筷等为宜”
3.项目组决议
基本采纳项目组意见，文字进一步精炼，增加竹制搅拌用具，确定第二煎具体煎煮时长。
（五）条目5：鼻胃管放置验证
1.征求意见函原文
（1）国家标准
插管到达预定长度时，可用抽吸胃液法或用听诊器在胃部听气过水声，或者将胃管末端置于盛水碗中无气泡逸出，以确定胃管在胃内。若不在胃内需重新插管。 
（2）项目组意见
插管到达预定长度后，首选抽吸胃液测定pH值，pH在1-5.5可确认胃管在胃内。X射线检查是验证位置的金标准，必要时可采用X射线检查以确认。若确认不在胃内需重新插管。听诊气过水声、气泡观察法及患者无呼吸窘迫等不推荐单独使用作为确认方法。 
2.专家论证意见
（1）专家论证结果
戴启刚1位专家不采纳（0分/不同意），12位专家完全同意（2分/须选），支持率92.3%。
（2）主要修改意见
戴启刚：方法繁琐，建议沿用国家标准原文。
3.项目组决议
专家组以绝对多数（92.3%）采纳项目组意见，因此采纳项目组多数专家意见，符合国际安全指南。
（六）条目6：鼻胃管放置操作
1.征求意见函原文
（1）国家标准
插胃管法插入不畅时，检查胃管是否盘曲在口中，或将胃管拔出少许，再缓慢插入。
（2）项目组意见
插胃管过程中若插入不畅或遇到阻力，应停止推进，检查胃管是否盘曲在口中；或将胃管拔出少许（可回撤1-2cm），调整方向、轻微旋转胃管后再缓慢插入，切勿强行推送。
2.专家论证意见
（1）专家论证结果
戴启刚1位专家不采纳（0分/不同意），12位专家完全同意（2分/须选），支持率92.3%。
（2）主要修改建议。
戴启刚：建设沿用国家标准原文，插胃管术者应为接受过专业培训人员，应有鼻胃管放置操作的基本技能，以及判断正确与否的能力，不需太详细阐述。
3.项目组决议
多数通过，大多数专家认为国际标准需对操作细节进行明确规范，确保全球范围内的操作安全性与一致性，采纳项目组细化意见，确保操作安全。
（七）条目7：冲洗胃管水量
1.征求意见函原文
（1）国家标准
鼻饲后：用温水10mL～20mL冲洗胃管，避免药物残留在胃管内发酵或变质，引起病人胃肠炎或堵塞管腔。 
（2）项目组意见
[bookmark: _Hlk216609612]鼻饲后，需用温水冲洗胃管，避免药物残留在胃管内发酵或变质，引起患儿胃肠炎或堵塞管腔；用温水10mL～20mL冲洗胃管，其中，新生儿建议用温水3-5mL。
2.专家论证意见
（1）专家论证结果 
全体13位专家一致同意（2分/须选），支持率100%。
（2）主要修改建议
戴启刚：改为“新生儿建议用温水3～5mL”，同时“10mL～20mL”、“3～5mL”格式应统一。
3.项目组决议
采纳项目组意见，并结合专家意见统一数值范围符号及单位。
（八）条目8：儿科中药鼻饲给药法禁忌
[bookmark: _Hlk216607033][bookmark: _Hlk216606715]1.征求意见函原文
（1）国家标准 
鼻饲法给药常用于昏迷、吞咽困难等不能口服中药的患儿，以及已因病情需要而插管的患儿。若能够口服给药或可用直肠给药的患儿一般不要采用此法。
（2）项目组意见 
鼻饲法给药常用于昏迷、吞咽困难等不能口服中药的患儿，以及已因病情需要而插管的患儿。若能够口服给药或可用直肠给药的患儿一般不要采用此法。绝对禁忌症：肠衰竭（用于喂养）、无法获得安全的鼻胃通路，即严重的面部中部外伤、颅底骨折；相对禁忌症：凝血异常、食管外伤即最近摄入碱性物质（由于食管破裂的风险）、食管静脉曲张、食管狭窄，包括近期食管手术史、肿瘤或异物引起的食管梗阻、近期胃穿孔或胃手术史、近期鼻部手术。
[bookmark: _Hlk216609386][bookmark: _Hlk216609050]2.专家论证意见
[bookmark: _Hlk216609057][bookmark: _Hlk216609394]（1）专家论证结果
史正刚1位专家部分同意（1分/可选），12位专家完全同意（2分/须选），支持率92.3%。
[bookmark: _Hlk216609061]（2）主要修改建议 
史正刚：修改表述为“绝对禁忌症：……严重的面部中部外伤、颅底骨折等；相对禁忌症：……近期鼻部手术等”，增加“等”字使表述更严谨。
[bookmark: _Hlk216609068]3.项目组决议
采纳项目组意见，并整合史正刚教授文字优化建议，在相对禁忌症列表末尾增加“等”字。
（九）条目9：更换胃管时间
1.征求意见函原文
（1）国家标准 
拔管法 长期留置胃管的患儿一般需要7d更换一次，但硅胶管留置时间可延长至21d～30d、聚氨酯胃管（忌用液体石蜡等油性润滑剂，用温开水润滑）放置时间可长达两月。
（2）项目组意见 
[bookmark: _Hlk216610083]长期留置胃管的患儿，更换时间应参阅制造商的包装指南。在无制造商建议的情况下，PVC管应每4周更换一次，硅胶管每21d～30d更换一次，聚氨酯管每8周更换一次，其他胃管一般每7d更换一次。聚氨酯管忌用液体石蜡等油性润滑剂，应用温开水润滑。
2.专家论证意见
（1）专家论证结果
全体13位专家一致同意（2分/须选），支持率100%。
（2）主要修改建议
无具体修改意见。
3.项目组决议
全票通过，采纳项目组意见。
四、开放性问题专家决议
[bookmark: _Hlk216618750]（一）问题1：地方法规限制
1.征求意见函原文
（1）问卷调查专家意见
澳大利亚、中国香港等国家、地区地对鼻饲、直肠给药存在法规限制。
（2）项目组意见
建议在标准“前言”或“适用范围”中增加说明：“本标准所涉及鼻饲等侵入性给药方法，实施者应遵守所在国家或地区的法律法规及执业范围要求。”
2.专家论证意见
（1）专家论证结果
全体13位专家一致同意（2分/须选），支持率100%。
（2）主要讨论意见
虞坚尔：强调国际标准不是国家标准，必须符合各地法律法规。
王有鹏：指出国家标准向国际标准转化需强调安全性高、可操作性强、符合当地法规。
王丽丽：提出时刻考量标准在海外实施的安全性。
3.项目组决议
此条款被视为国际标准能否在海外顺利实施的关键前提，必须在显著位置明确表述。
（二）问题2：增列鼻腔黏膜给药法
1.征求意见函原文
（1）问卷调查专家意见
增列鼻腔黏膜给药法。
（2）项目组意见：
该法在儿科中医临床应用较少，操作规范与安全性数据积累不足，且涉及鼻腔解剖、给药装置、吸收机制等复杂技术细节。建议本次标准暂不予纳入，待临床应用成熟、数据充分后，于标准修订时增列。
2.专家论证意见
（1）专家论证结果
全体13位专家一致同意（2分/须选），支持率100%。
（2）主要讨论意见
无特殊讨论意见。
3.项目组决议
维持项目组决策，结合专家论证意见，暂缓纳入。
（三）问题3：扩充直肠给药法具体内容
1.征求意见函原文
（1）问卷调查专家意见
直肠灌注法、滴入法仅定义而缺器具、操作、用量、温度等细节，建议扩充直肠灌注给药法、直肠滴入给药法具体内容。
（2）项目组意见
原国标7.2.1与7.2.2已包含操作方法，不计划大幅增加新条款。
2.专家论证意见
（1）专家论证结果
全体13位专家一致同意（2分/须选），支持率100%。
（2）主要讨论意见
无特殊讨论意见。
3.项目组决议
维持项目组意见，结合专家论证结果，维持现有内容。
（四）问题4：增加早产儿、低体重儿给药注意事项
1.征求意见函原文
（1）问卷调查专家意见
增加早产儿、低体重儿等特殊人群的给药注意事项。
（2）项目组意见
建议在相关给药方法条目中适当增补备注，保持标准整体简洁性，不单独设立附录。
2.专家论证意见
（1）专家论证结果
全体13位专家一致同意（2分/须选），支持率100%。
（2）主要讨论意见
无特殊讨论意见。 
3.项目组决议
在相关条目中增加早产儿、低体重儿等特殊人群注意事项，保持标准简洁性。
（五）问题5：增加多语言术语对照表
1.征求意见函原文
（1）问卷调查专家意见
增加多语言术语对照表（如中英对照）。
（2）项目组意见
本标准定义部分已含中英对照，且征求意见阶段将提供全文英文译稿，足以满足国际读者理解需求，可不再另行增设独立对照表。
2.专家论证意见
（1）专家论证结果
全体13位专家一致同意（2分/须选），支持率100%。
（2）主要讨论意见
无特殊讨论意见。
3.项目组决议
不增设独立对照表。后期提供全文英文译稿，并确保术语定义部分双语对照的准确性。
（六）问题6：英文译名规范
1.征求意见函原文
（1）问卷调查专家意见
标准标题：Standards Operating Procedures and Techniques of Traditional Chinese Medicine Pediatrics Part 1: Methods of administration for pediatric internal treatment
“鼻饲法”译名：Nasogastric Tube Insertion Feeding 
（2）项目组意见
	标准标题采用《世界中医药学会联合会国际组织标准立项通知》英文名，“鼻饲法”采纳上述译名，但需经专业审校以确保准确性与学术规范性。
2.专家论证意见
（1）专家论证结果
戴启刚1位专家部分同意（1分/可选），12位专家完全同意（2分/须选），支持率92.3%。
（2）主要讨论意见。
戴启刚：建议将“Traditional Chinese Medicine Pediatrics”改为“Pediatrics in Chinese Medicine”。 
3.项目组决议
结合问卷调查专家与论证会专家意见，采纳建议并优化。标题英文名称采用《世界中医药学会联合会国际组织标准立项通知》名称。英文译稿须由世界中医药学会联合会国际标准部审核。
五、对全文的综合性修改意见
除上述条目共性问题外，专家在论证会及征求意见函中提出以下综合性意见。
1.术语与表述统一化
（1）专家讨论意见
史正刚教授提出需与同期其他转化项目统一“医师/医生/操作者”等术语，并建议标准中统一其中的时间单位书写方式，可以统一为英文，如“min”、“h”；马融教授、丁樱教授、王丽丽主任提出年龄表述不使用“幼儿、婴儿”等本土化词汇，改用国际通用数值（如“1岁以上”）。
（2）项目组决议
采纳专家建议，全文统审，项目组将召开五项目协调会统一处理，协调同期儿科国际标准转化项目的术语一致性。
2.中药颗粒剂定义
（1）专家讨论意见
马融教授提出中药配方颗粒作为现代化剂型应用广泛，是否在标准中单独列项。
（2）项目组决议
不单独列项，在“颗粒剂”定义中增加备注说明，明确本标准中“颗粒剂”包含中药复方颗粒及中药配方颗粒。
3.剂型安全性问题
（1）专家讨论意见
马融教授提出，片剂中的“注”里包含缓释片、控释片，而目前中药制成的片剂中并不常用缓释片、控释片区分，建议删除；临床上儿童使用泡腾片不当有安全风险，因此不主张儿童使用泡腾片，可增加“儿童不推荐使用泡腾片”警示；胶囊剂不建议6岁以下的患儿直接服用，且临床有些胶囊剂为肠溶剂，不宜打开服用，需增加说明。
（2）项目组决议
全部采纳，修改相应条目，删除缓释片、控释片内容，增加泡腾片服用警示，明确胶囊剂说明。 
4.标准行文精简
（1）专家讨论意见
熊磊、戴启刚提出，标准应“要言不繁”，在保证操作性前提下精简表述。
（2）项目组决议
项目组对全文进行审查核对，删除重复性描述，保证细化操作的前提下尽量精简。
5.专家信息表优化
（1）专家讨论意见
马融教授提出区分“学历/学位”表述，明确学历与学位的区别；建议统一职称，如以临床工作为主的专家职称仅填写主任医师、副主任医师等；如以基础研究为主的专家则以教授、副教授论。
（2）项目组决议
修正《专家信息表》模板，规范职称填写标准，职称统计仅为国内专家，国内专家“职称”按“初级、中级、副高级、正高级”分类统计，不再区分医师/教师系列；国外专家职称保留原始表述，单独分类统计。
六、安全性问题专项总结
本次会议中，安全性既是专家论证的核心关切，也是国际标准转化必须坚守的底线。专家组从操作安全、用药安全、器具安全、特殊人群保护四个维度，对标准草案进行了系统性安全审查，形成以下共识：
（一）操作安全
在征求意见函表决中，关于胃管位置验证方法优化和插管操作流程细化的决议分别获得92.3%的专家支持率，显示了对强化操作安全性的高度认同。会议决议强调，操作流程的规范化描述是保障全球范围内操作一致性、降低临床风险的关键，必须确保每一步操作有明确指引。此外，专家组特别指出，所有侵入性操作必须由取得相应执业资格的专业医师执行，这是操作安全的基本前提。
（二）用药安全
专家重点指出，建议将“有毒饮片”表述修改，有些有毒饮片需要煎煮不止30分钟，改为“根据经验及规范煎煮30分钟或以上”，能引导操作者根据具体药物调整煎煮时长，保证用药安全性。会议还采纳了关于胶囊剂6岁以下禁用、泡腾片增加儿童警示、肠溶胶囊不可打开等建议，这些均基于儿童生理特点及药物剂型特性，防止剂量不准确、局部刺激、窒息等风险。此外，强调禁用铁、铝、铜等金属器具煎煮，避免金属离子与药物成分反应影响药效或产生毒性物质，是中药煎煮安全的重要保障。
（三）器具安全
专家组要求在煎药器具中明确“不锈钢”煎药器具需强调“食品级”的材质标准，保障器具安全性。专家组强调煎药器具材质必须明确食品级标准，并在征求意见函中100%支持器具材质规范化的决议。会议一致认为，器具材质的安全性直接影响药物有效性与患儿健康，必须严格限定。征求意见函中，对于胃管等医疗器械，专家赞同“参考制造商指南”，要求明确不同材质的更换周期与润滑剂使用限制，将材料科学与临床安全实践相结合。
（四）特殊人群保护
征求意见函全票通过在相关条目中增加早产儿、低体重儿等特殊人群备注的决议。专家组认为，特殊人群的给药剂量、途径、速度等均需与足月儿显著区别，否则易导致药物过量、组织损伤等风险。这体现了国际标准对精准医疗理念的贯彻。
此外，专家组特别建议，儿童年龄表述应采用国际通用的数值分段（如“1岁以上”“6岁以上”），而非“幼儿、学龄期儿童”等传统医学分期。此举既符合国际标准面向全球儿童的普适性要求，又能使医务人员快速、直观地识别适用人群，避免因文化差异或理解偏差导致的用药错误，是保障儿科用药安全的重要措施。
（五）法规合规
符合当地法律法规被专家组视为操作安全的前提条件，并非独立于技术之外的行政要求。虞坚尔教授、王有鹏教授、王丽丽主任特别强调，不符合法规的操作即使技术正确也不安全，可能导致法律责任、执业资格丧失等风险。因此，会议全票通过在标准显著位置增加法规限制声明，确立“安全性以合规性为基础”的国际标准实施原则。
项目组承诺：上述所有安全性决议将在标准修订中优先落实，确保本标准成为全球中医儿科内治给药的安全操作规范。
七、后续工作安排
（1）联合协调：2025年12月15日前召开同期转化项目协调会，统一共性术语问题。
（2）文件修订：项目组将于2025年12月22日前完成标准草案修订，形成标准草案（初稿）。
（3）对照表总结：文件修订时同步完成《标准修订对照表》，逐条标注修改内容及理由。
（4）编制说明撰写：项目组将于2025年12月25日前完成《编制说明》撰写，详细说明本标准编制过程，并附文件。
（5）材料上报：2025年12月31日前将《标准草案》《编制说明》《标准修订对照表》一并提交世界中联国际标准部。
八、声明
本文件全面记录了2025年12月3日专家论证会技术决议，所有修改意见均基于专家评分及文字反馈，无遗漏、无篡改。项目组对参会专家的专业贡献表示衷心感谢，并承诺严格执行会议决议，高质量完成国际标准转化任务。
	《国际中医技术操作规范 儿科 第1部分：小儿内治给药方法》项目工作组
2025年12月5日

附件3
[bookmark: _Toc469601984]专家指导组审核总结
《国际中医技术操作规范 儿科 第1部分：小儿内治给药方法》项目按照世界中医药学会联合会国际组织标准制定程序要求，在完成专家问卷调查和专家论证会论证工作后，形成了专家指导组审核稿及配套编制说明等材料，并提交专家指导组进行审核。
本项目专家指导组组长丁樱教授为国医大师、中国民族医药学会儿科分会会长，马融、熊磊教授为岐黄学者、中华中医药学会儿科分会第6～9届主任委员，俞建教授为中国中西医结合学会儿科分会主任委员，其他多数专家均为现任世界中医药学会儿科专业委员会副会长或中华中医药学会儿科分会副主任委员。项目工作组在规定时间内，向专家指导组成员发送了标准草案、标准修改对照表、编制说明等文件，请专家围绕标准定位、技术边界、条文表述及国际适用性等方面提出审核意见。专家以书面形式对标准提出了意见。
《国际中医技术操作规范 儿科 第1部分：小儿内治给药方法》专家指导组审核征求意见情况表
	序号
	征求单位
	专  家
	是否回复意见

	1
	河南中医药大学第一附属医院
	丁  樱
	回复

	2
	深圳市儿童医院
	万力生
	回复

	3
	天津中医药大学第一附属医院
	马  融
	回复

	4
	黑龙江中医药大学附属第二医院
	王有鹏
	回复

	5
	世界中医药学会联合会国际标准部
	王丽丽
	回复

	6
	北京中医药大学东方医院
	王素梅
	回复

	7
	甘肃中医药大学
	史正刚
	回复

	8
	湖北中医药大学
	刘建忠
	回复

	9
	上海中医药大学
	虞坚尔
	回复

	10
	云南中医药大学
	熊  磊
	回复

	11
	山东中医药大学附属医院
	张葆青
	回复

	12
	复旦大学儿科医院
	俞  建
	回复

	13
	南京中医药大学
	戴启刚
	回复


专家提出的意见主要集中在以下方面：一是个别条文表述的规范性和一致性；二是部分技术条款在国际应用中的安全性提示；三是标准适用边界和推荐性属性的进一步明确。
项目工作组对专家指导组反馈的全部意见进行了分析讨论，在此基础上进一步完成了草案修订工作。

《国际中医技术操作规范 儿科 第1部分：小儿内治给药方法》项目工作组
                                                     2025年12月22日
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International standardized manipulations of Chinese medicine Pediatrics Part 1: Internal treatments
The project International standardized manipulations of Chinese medicine — Pediatrics Part 1: Internal treatments was formally approved in September 2025 as a project for the development and revision of international standards of the World Federation of Chinese Medicine Societies, and was undertaken by Nanjing University of Chinese Medicine. In April 2025, the World Federation of Chinese Medicine Societies (WFCMS) initiated the work of transforming the national standard International standardized manipulations of Chinese medicine Pediatrics Part 1: Internal treatments into an international organization standard. At the end of April 2025, the project working group for Internal treatments for children was established, with members from China, including Taiwan, China, Singapore, Malaysia, Australia, the United States and other countries and regions.
In accordance with the unified requirements, the project working group carried out literature research, expert questionnaire surveys, expert consultation meetings and other work. On the basis of repeated systematic analysis and research, and in accordance with the drafting rules for international standardization documents of the World Federation of Chinese Medicine Societies, the drafting-stage work was completed, forming the draft for review by the expert advisory group of International standardized manipulations of Chinese medicine Pediatrics Part 1: Internal treatments. The draft included the following sections: Foreword, Introduction, Scope, Normative references, Terms and definitions, Operating procedures and requirements for oral administration of decoctions in pediatrics, Operating procedures and requirements for oral administration of Chinese patent medicines in pediatrics, Operating procedures and requirements for nasogastric gavage administration of Chinese medicines in pediatrics, Operating procedures and requirements for rectal administration of Chinese medicines in pediatrics, Precautions and contraindications, annexes and Bibliography.
After review and approval by the expert advisory group, the submission draft was formed and submitted in December 2025 to the Department of International Standards of the World Federation of Chinese Medicine Societies for organized review. 
The development of International standardized manipulations of Chinese medicine Pediatrics Part 1: Internal treatments is hereby explained as follows.
I. Overview of the work
(1) Source of the task 
In November 2021, the Standardization Administration of China issued Technical operation specifications of traditional Chinese medicine Pediatrics Part 1: Internal treatments (GB/Z 40893.1—2021) as a guiding technical document. This standard aims to standardize the operating procedures and requirements for oral administration of Chinese medicine decoctions, oral administration of Chinese patent medicines, nasogastric gavage administration of Chinese medicines, and rectal administration of Chinese medicines in pediatrics, and to specify the precautions and contraindications.
In April 2025, the World Federation of Chinese Medicine Societies planned to transform this national standard into an international organization standard. In accordance with the requirements of SCM 1.1—2021 Directives for Standardization Part 1: Development, Revision and Publication of Standards, and under the guidance of the Department of International Standards and the expert advisory group of the World Federation of Chinese Medicine Societies, the project working group for International standardized manipulations of Chinese medicine Pediatrics Part 1: Internal treatments was established at the end of April 2025. Its members came from five countries, namely China, including Taiwan, China, Singapore, Malaysia, Australia and the United States. In September 2025, this project was formally approved as a WFCMS project for the development and revision of international standards. The project undertaking and drafting organization was Nanjing University of Chinese Medicine, the project leader was Wang Shouchuan, and the project was planned to be completed by the end of 2025.
The transformation of this standard was uniformly guided, managed and supervised by the World Federation of Chinese Medicine Societies. Technical guidance was provided by a number of domestic experts in TCM pediatrics and integrated Chinese and Western medicine pediatrics. The Department of International Standards of WFCMS was responsible for supervising project implementation, so as to ensure that the development of the standard complied with the relevant rules, including the administrative measures of the World Federation of Chinese Medicine Societies for the development and revision of international standards.
(2) Drafting organizations
Main drafting organization: The Affiliated Hospital of Nanjing University of Chinese Medicine.
Participating drafting organizations: Wuxi Hospital of Traditional Chinese Medicine; Nanjing Pukou District Hospital of Traditional Chinese Medicine; The Institute of Chinese Medical Studies, Singapore; Johor Chinese Charity TCM Hospital, Malaysia; Endeavour College of Natural Health, Australia; Xiamen Chang Gung Hospital.
(3) Experts involved in standard drafting
This document was developed under the guidance of the expert advisory group on pediatrics. According to their participation, the drafters were divided into main drafters, participating drafters, who were members of the project working group, and consulting and validation experts. The relevant personnel and their work are as follows.
1 Main drafters
	Name
	Degree
	Professional title
	title
Organization
	Work undertaken

	Wang Shouchuan
	Master’s degree
	Professor, Chief Physician, doctoral supervisor
	The Affiliated Hospital of Nanjing University of Chinese Medicine
	Person in charge of the development of International standardized manipulations of Chinese medicine Pediatrics Part 1: Internal treatments; participated in drafting and revising the draft; organized application, implementation and summary work.

	Zhang Mengyao
	master's candidate
	Postgraduate student
	The Affiliated Hospital of Nanjing University of Chinese Medicine
	Participated in literature research; participated in drafting and revising International standardized manipulations of Chinese medicine Pediatrics Part 1; drafted the explanatory notes on the development of the standard; participated in work discussions.

	Wang Lei
	Master’s degree
	Attending TCM Physician
	The Affiliated Hospital of Nanjing University of Chinese Medicine
	Participated in literature research; participated in drafting International standardized manipulations of Chinese medicine Pediatrics Part 1: Internal treatments; participated in work discussions.

	Lin Lili
	Doctoral degree
	Associate Professor
	The Affiliated Hospital of Nanjing University of Chinese Medicine
	Participated in drafting and revising International standardized manipulations of Chinese medicine Pediatrics Part 1: Internal treatments; participated in work discussions.

	Li Tao
	Doctoral degree
	Associate Chief TCM Physician
	Wuxi Hospital of Traditional Chinese Medicine
	Participated in revising International standardized manipulations of Chinese medicine Pediatrics Part 1: Internal treatments; participated in work discussions.

	Gao Lanying
	Bachelor’s degree
	Associate Chief Physician
	Nanjing Pukou District Hospital of Traditional Chinese Medicine
	Participated in revising International standardized manipulations of Chinese medicine Pediatrics Part 1: Internal treatments; participated in work discussions.


2  Participating drafters
	Name
	Degree
	Professional title
	title
Organization
	Work undertaken

	Wu Jiasheng
	Doctoral degree
	TCM Physician
	The Institute of Chinese Medical Studies, Singapore
	Responded to the expert questionnaire survey; participated in work discussions.

	Lin Wenxian
	Master’s degree
	TCM Physician
	Johor Chinese Charity TCM Hospital, Malaysia
	Responded to the expert questionnaire survey; participated in work discussions.

	Qiao Mulin
	Master’s degree
	Professor
	Endeavour College of Natural Health, Australia
	Responded to the expert questionnaire survey; participated in work discussions.

	Min Kaijia
	Doctoral degree
	Professor
	California International Medical University, United States
	Responded to the expert questionnaire survey; participated in work discussions.

	Zhang Yating
	Doctoral degree
	Associate Chief TCM Physician
	Xiamen Chang Gung Hospital
	Responded to the expert questionnaire survey; participated in work discussions.


3  Consulting and validation experts
	Name
	Degree
	Professional title
	title
Organization
	Work undertaken

	Wang Junhong
	Doctoral degree
	Professor, Chief Physician, doctoral supervisor
	Dongzhimen Hospital, Beijing University of Chinese Medicine
	Responded to the expert questionnaire survey.

	Cui Xia
	Doctoral degree
	Professor, Chief Physician, doctoral supervisor
	Third Affiliated Hospital of Beijing University of Chinese Medicine
	Responded to the expert questionnaire survey.

	Yang Yan
	Doctoral degree
	Chief Physician, doctoral supervisor
	Beijing Children’s Hospital, Capital Medical University
	Responded to the expert questionnaire survey.

	He Li
	Doctoral degree
	Chief Physician, doctoral supervisor
	Shanghai Children’s Hospital Affiliated to Jiao Tong University
	Responded to the expert questionnaire survey.

	Hu Siyuan
	Doctoral degree
	Professor, Chief Physician, doctoral supervisor
	First Teaching Hospital of Tianjin University of Traditional Chinese Medicine
	Responded to the expert questionnaire survey.

	Sun Liping
	Doctoral degree
	Professor, Chief Physician, doctoral supervisor
	Affiliated Hospital of Changchun University of Chinese Medicine
	Responded to the expert questionnaire survey.

	Zhang Jun
	Master’s degree
	Professor, Chief Physician, doctoral supervisor
	Affiliated Hospital of Liaoning University of Traditional Chinese Medicine
	Responded to the expert questionnaire survey.

	Zhai Wensheng
	Doctoral degree
	Professor, Chief Physician, doctoral supervisor
	Henan University of Chinese Medicine
	Responded to the expert questionnaire survey.

	Ma Bingxiang
	Doctoral degree
	Professor, Chief Physician, doctoral supervisor
	Pediatric Hospital of the First Affiliated Hospital of Henan University of Chinese Medicine
	Responded to the expert questionnaire survey.

	Wang Mengqing
	Doctoral degree
	Professor, Chief Physician, doctoral supervisor
	First Affiliated Hospital of Hunan University of Chinese Medicine
	Responded to the expert questionnaire survey.

	Chen Siwen
	Doctoral degree
	Professor, Chief Physician
	Xiamen Hospital of Traditional Chinese Medicine
	Responded to the expert questionnaire survey.

	Yang Jinghua
	Doctoral degree
	Chief Physician, doctoral supervisor
	Second Clinical Medical College of Guangzhou University of Chinese Medicine (Guangdong Provincial Hospital of Chinese Medicine)
	Responded to the expert questionnaire survey.

	Liao Yingzhao
	Bachelor’s degree
	Chief TCM Physician
	Shenzhen Hospital of Traditional Chinese Medicine
	Responded to the expert questionnaire survey.

	Xiong Lei
	Master’s degree
	Professor, doctoral supervisor
	First Affiliated Hospital of Yunnan University of Chinese Medicine
	Responded to the expert questionnaire survey.

	Zhao Qiong
	Doctoral degree
	Chief Physician, Researcher, doctoral supervisor
	Affiliated Hospital of Chengdu University of Traditional Chinese Medicine
	Responded to the expert questionnaire survey.

	Wang Mingming
	Doctoral degree
	Professor, master’s supervisor
	Nanjing University of Chinese Medicine
	Responded to the expert questionnaire survey.

	Zhao Xia
	Doctoral degree
	Professor, Chief Physician, doctoral supervisor
	Nanjing University of Chinese Medicine
	Responded to the expert questionnaire survey.

	Li Jiangquan
	Doctoral degree
	Chief Physician, master’s supervisor
	Nanjing University of Chinese Medicine
	Responded to the expert questionnaire survey.

	Han Xinmin
	Doctoral degree
	Professor, Chief Physician, doctoral supervisor
	Nanjing University of Chinese Medicine
	Responded to the expert questionnaire survey.

	Yu Shun
	Doctoral degree
	Researcher, master’s supervisor
	Nanjing University of Chinese Medicine
	Participated in the expert consultation meeting.

	Wang Lin
	Doctoral degree
	Senior Lecturer
	School of Chinese Medicine, The University of Hong Kong
	Responded to the expert questionnaire survey.

	Xu Weiying
	Doctoral degree
	Professor, Chief Physician
	Faculty of Chinese Medicine, Macau University of Science and Technology
	Responded to the expert questionnaire survey.

	Zhang Yating
	Doctoral degree
	Associate Chief Physician
	Xiamen Chang Gung Hospital
	Responded to the expert questionnaire survey.

	Hong Liang
	Doctoral degree
	Chief Physician
	Singapore Chung Hwa Medical Institution
	Responded to the expert questionnaire survey.

	Wu Jiasheng
	Doctoral degree
	Chief Physician
	Singapore Chinese Physicians’ Association; The Institute of Chinese Medical Studies, Singapore
	Responded to the expert questionnaire survey.

	Zheng Xiufen
	Doctoral degree
	Associate Professor
	Universiti Tunku Abdul Rahman, Malaysia
	Responded to the expert questionnaire survey.

	Lin Wenxian
	Master’s degree
	Chief Physician
	Malaysia Chinese Charity TCM Hospital
	Responded to the expert questionnaire survey.

	Lu Qing
	Master’s degree
	Chief Physician, Clinical Professor
	Endeavour College of Natural Health, Australia; Director of Lu’s Chinese Medicine & Acupuncture Clinic
	Responded to the expert questionnaire survey.

	Qiao Mulin
	Master’s degree
	Professor
	Endeavour College of Natural Health, Australia；
Hui Cui Chinese Medicine & Acupuncture Center
	Responded to the expert questionnaire survey.

	Min Kaijia
	Doctoral degree
	Visiting Professor
	California International Medical University, United States
	Responded to the expert questionnaire survey.


4  Experts of the expert advisory group
	Name
	Degree
	Professional title
	Organization
	Work undertaken

	Ding Ying
	Bachelor’s degree
	Professor, Chief Physician, doctoral supervisor
	Pediatric Hospital of the First Affiliated Hospital of Henan University of Chinese Medicine
	Guided standard development and participated in the expert consultation meeting.

	Wan Lisheng
	Doctoral degree
	Professor, Chief Physician, doctoral supervisor
	Shenzhen Hospital of Traditional Chinese Medicine
	Guided standard development and participated in the expert consultation meeting.

	Ma Rong
	Doctoral degree
	Professor, Chief Physician, doctoral supervisor
	First Teaching Hospital of Tianjin University of Traditional Chinese Medicine
	Guided standard development and participated in the expert consultation meeting.

	Wang Youpeng
	Doctoral degree
	Professor, Chief Physician, doctoral supervisor
	Second Affiliated Hospital of Heilongjiang University of Chinese Medicine
	Guided standard development and participated in the expert consultation meeting.

	Wang Lili
	Master’s degree
	Associate Senior Editor
	Department of International Standards, World Federation of Chinese Medicine Societies
	Guided standard development and participated in the expert consultation meeting.

	Wang Sumei
	Bachelor’s degree
	Professor, Chief Physician, doctoral supervisor
	Dongfang Hospital, Beijing University of Chinese Medicine
	Guided standard development and participated in the expert consultation meeting.

	Shi Zhenggang
	Doctoral degree
	Professor, Chief Physician, doctoral supervisor
	Gansu University of Chinese Medicine
	Guided standard development and participated in the expert consultation meeting.

	Liu Jianzhong
	Doctoral degree
	Professor, Chief Physician, doctoral supervisor
	Hubei University of Chinese Medicine
	Guided standard development and participated in the expert consultation meeting.

	Zhang Baoqing
	Doctoral degree
	Professor, Chief Physician, doctoral supervisor
	Affiliated Hospital of Shandong University of Chinese Medicine
	Guided standard development and participated in the expert consultation meeting.

	Yu Jian
	Doctoral degree
	Professor, Chief Physician, master’s supervisor
	Children’s Hospital of Fudan University
	Guided standard development and participated in the expert consultation meeting.

	Yu Jian’er
	Master’s degree
	Professor, Chief Physician, doctoral supervisor
	Shanghai Municipal Hospital of Traditional Chinese Medicine
	Guided standard development and participated in the expert consultation meeting.

	Xiong Lei
	Master’s degree
	Professor, doctoral supervisor
	First Affiliated Hospital of Yunnan University of Chinese Medicine
	Guided standard development and participated in the expert consultation meeting.

	Dai Qigang
	Doctoral degree
	Associate Professor, Chief Physician, master’s supervisor
	Nanjing University of Chinese Medicine
	Guided standard development and participated in the expert consultation meeting.


(4) Main work process
The development process of this standard strictly followed the requirements of WFCMS SCM 1.1—2021 Directives for Standardization — Part 1: Development, Revision and Publication of Standards, so as to ensure the scientific basis, standardization and international applicability of the transformation work. The development process of this standard went through the following stages:
Preparation stage, April to September 2025: In April 2025, the project group was established, with Professor Wang Shouchuan as the project leader. In accordance with WFCMS requirements, the project application form and the draft were prepared. In May, the project application form and the revised draft were submitted. WFCMS received the project application and the draft and invited experts to conduct review. In August, the expert comments were returned. The project group discussed and responded to the comments, and provided reasons for comments that were not accepted. In September, WFCMS issued the notice of project approval for this project. The formal transformation work began in late September and was carried out in accordance with the WFCMS requirements for the development and revision of standards.
Literature research, September to October 2025: Relevant standards, guidelines and research literature from China and other countries were systematically searched. The scope of retrieval included international standards issued by WHO and ISO/TC 249, the Pharmacopoeia of the People’s Republic of China: 2025 Edition, group standards issued by the World Federation of Chinese Medicine Societies and the China Association of Chinese Medicine, guidelines formulated by foreign organizations and institutions such as NHS England and The Royal Children’s Hospital, Australia, as well as research related to pediatric administration in databases such as PubMed and CNKI. The search keywords included “Pediatric”, “Child”, “Infant”, “Newborn”, “Chinese Medicine”, “Chinese Herbal”, “Oral Administration”, “Nasogastric Feeding” and “Rectal Administration”, combined with TCM terms such as “oral administration of Chinese medicine decoctions”, “nasogastric gavage” and “rectal administration”. After preliminary screening and secondary screening, key evidence was included from the search results to support optimization and benchmarking of the standard provisions and to provide an evidence basis for the expert questionnaire survey.
Expert questionnaire survey, October to November 2025: An expert questionnaire survey was conducted. On the basis of the original national standard and in combination with evidence from the literature search, an expert questionnaire was prepared for items that differed substantially from the original standard, such as terms and definitions, operating procedures and contraindications. The questionnaire covered 31 core items, including terms and definitions, operating procedures, precautions and contraindications. Questionnaires were distributed to 30 experts from China, including Hong Kong, China, Macao, China and Taiwan, China, as well as Singapore, Malaysia, Australia, the United States and other countries and regions, covering eight countries and regions in total. Thirty completed questionnaires were collected, and the expert response rate reached 100%. After statistical analysis, 22 items obtained support from more than 50% of the experts and formed consensus. Nine controversial items and open-ended questions were submitted to the expert consultation meeting for focused discussion.
Expert consultation meeting, 3 December 2025: An expert consultation meeting combining online and offline participation was convened to report the progress of the project since its initiation, with a focus on summarizing and discussing the items in the expert questionnaire responses on which consensus had not been reached. The meeting adopted a model of “pre-meeting correspondence review, in-meeting consultation and post-meeting written confirmation”. Issues proposed for expert discussion were sent to the experts in advance, including controversial items and the preliminary opinions of the project group. Each controversial item was scored and fully discussed, and consistent revision opinions were formed. Open-ended questions were also discussed, including key issues such as statements on restrictions under local laws and regulations, protection of special populations, and internationalization of terminology.
Collective discussion and coordination meeting of the five project groups, 13 December 2025: The main members of the five project groups for Internal treatments for children, commonly used external treatments for children, acupuncture and moxibustion therapies for children, tuina therapy for children, and cupping therapy for children jointly attended the meeting. The meeting summarized the previous work, consolidated the opinions of questionnaire experts and consultation experts, unified common content across the standards, discussed and determined a number of controversial items, and agreed on the next steps for project research summaries, the materials to be submitted to the Department of International Standards of WFCMS, and the relevant timelines.
Standard revision and improvement, 13 to 22 December 2025: Based on opinions from the literature search, expert questionnaire survey, expert consultation meeting, expert advisory group and project group meeting, the project group revised the draft article by article and prepared a comparison table of revisions.
Preparation and submission of the explanatory notes, 22 to 31 December 2025: The draft of International standardized manipulations of Chinese medicine Pediatrics Part 1: Internal treatments and the explanatory notes on the development of the standard were completed and submitted to the Department of International Standards of WFCMS for review.
The development process of this standard revision is shown as follows:
  

formation, publication and implementation of the finalized international organization standard.
public solicitation of comments, revision and improvement
submission to WFCMS for review
formation of the draft standard and explanatory notes for Internal treatments for children
convening of the project group coordination meeting

multi-source literature retrieval
comparative analysis of the national standard and literature content
collection of questionnaires and statistical analysis, and summary of expert opinions
screening of controversial items and formation of the letter for solicitation of comments
distribution of the letter for solicitation of comments and preparation for the expert consultation meeting
preparation of the expert questionnaire
distribution of the questionnaire to solicit opinions from relevant experts
expert consultation meeting, including focused explanation and solicitation of revision comments
literature research and multi-source literature retrieval
summary of expert opinions and preparation of the meeting minutes
review by the expert advisory group

II. Principles for standard development and evidence for determining the main content of the standard
(1) Principles for standard development
The development of this standard followed four principles: scientific validity, practicality, standardization and international adaptability. The aim was to ensure that the standard can be practically applied by TCM pediatric practitioners worldwide, can be widely accepted and recognized by the international community, and can align with international medical technical specifications.
1 Scientific validity
The development of this standard was based on systematic literature research, with extensive retrieval and integration of authoritative standards, guidelines and clinical evidence from China and other countries. These included WHO guidelines, ISO 18665:2022 on herbal decoction apparatus, the NHS England safety alert on nasogastric tubes, and relevant dosage-form definitions in the Pharmacopoeia of the People’s Republic of China: 2025 Edition. In addition, consensus opinions from the expert questionnaire survey involving 30 experts and the expert consultation meeting involving 13 experts were incorporated to ensure that technical items, such as terms and definitions, operating procedures and contraindications, had reliable evidence support. This helped avoid bias arising from subjective experience and promoted the objectivity and verifiability of the standard content. Experts in TCM pediatrics, integrated Chinese and Western medicine pediatrics, Western medicine pediatrics and standardization were invited to participate in the expert consultation meeting, thereby ensuring the scientific rigor of the technical content.
2 Practicality
This standard is intended to standardize internal administration operations in TCM pediatrics worldwide and directly serve pediatric clinical practice. In response to actual clinical needs in TCM pediatrics, operational details were optimized, including age-stratified administration and specific contraindications for different dosage forms, such as decoctions and Chinese patent medicines. Based on the framework of the original national standard GB/Z 40893.1—2021, and in combination with literature research and expert consensus, the standard was made easy to operate and applicable to fields such as TCM medical care, teaching and scientific research, thereby improving clinical adherence and assurance of therapeutic efficacy. The content of the standard fully took into account clinical feedback from more than three years of implementation of the original national standard, as well as experience from overseas promotion and application, so as to ensure that the standard content fits clinical practice and is easy to implement.
3 Standardization
The development process strictly complied with the procedural requirements of WFCMS SCM 1.1—2021 Directives for Standardization — Part 1: Development, Revision and Publication of Standards, including literature research, expert surveys, consultation meetings and internal coordination meetings. Terms and definitions were unified, and operating procedures were standardized, to ensure that the standard text has a clear structure and strong consistency, thereby facilitating review by international organizations and global application.
4 International adaptability
The standard took into account both TCM characteristics and international regulatory requirements, and incorporated expert opinions from multiple countries, including China, Singapore, Malaysia, Australia and the United States. Differences in laws and regulations, medical systems and cultural backgrounds among different countries were fully considered. In the Introduction, it is clearly stated that “for invasive procedures covered in this standard, practitioners shall comply with the laws and regulations, as well as the requirements for scope of practice, of the country or region where they practise.” In terms and definitions and operating procedures, technical specifications from authoritative institutions such as WHO, RCH in Australia and NHS in the United Kingdom were incorporated. This is conducive to the promotion and application of the standard worldwide, adaptation to medical environments in different countries and regions, and advancement of the international development of TCM pediatric techniques.
(2) Methods and evidence for determining the main content of the standard
1 Main content of the standard 
The project International standardized manipulations of Chinese medicine Pediatrics Part 1: Internal treatments consists of six component parts: Scope, Normative references, Terms and definitions, Operating procedures and requirements for oral administration of decoctions in pediatrics, Operating procedures and requirements for oral administration of Chinese patent medicines in pediatrics, Operating procedures and requirements for nasogastric gavage administration of Chinese medicines in pediatrics, Operating procedures and requirements for rectal administration of Chinese medicines in pediatrics, Precautions and contraindications, Annex A (informative) Precautions for internal administration in TCM pediatrics, Annex B (informative) Contraindications for internal administration in TCM pediatrics, and Bibliography.
(1) Scope
(2) Normative references
(3) Terms and definitions
(4) Operating procedures and requirements for oral administration of decoctions in pediatrics
(5) Operating procedures and requirements for oral administration of Chinese patent medicines in pediatrics
(6) Operating procedures and requirements for nasogastric gavage administration of Chinese medicines in pediatrics
(7) Operating procedures and requirements for rectal administration of Chinese medicines in pediatrics
(8) Precautions and contraindications
(9) Annex A (informative) Precautions for internal administration in TCM pediatrics
(10) Annex B (informative) Contraindications for internal administration in TCM pediatrics
(11) Bibliography
2 Methods for determining the main content of the standard
(1) Collection and screening of literature
Literature collection was carried out from September to October 2025, with the aim of providing evidence support for transforming the national standard into an international standard. The project group conducted systematic searches through authoritative databases and standard platforms in China and abroad, including international standards, such as those from ISO/TC 249 and WHO IRIS; domestic standards, such as the National Public Service Platform for Standards Information and the National Standard Full-text Disclosure System; literature databases, such as PubMed and CNKI; and guidelines and consensus documents issued by foreign organizations and institutions. The search strategy adopted combinations of keywords. English keywords included “Pediatric”, “Child”, “Infant”, “Newborn”, “Chinese Medicine”, “Chinese Herbal”, “Oral Administration”, “Nasogastric Feeding”, “Rectal Administration”, “Enema”, “Guideline” and “Standard”. Chinese keywords included “口服中药汤剂”, “口服中成药”, “鼻饲给药”, “直肠给药”, “煎药”, “灌肠”, “儿科” and “儿童”. The main restrictions were English literature involving humans and children aged 0 to 18 years, and Chinese literature published after November 2021, so as to ensure the timeliness and relevance of the evidence.
The search sources covered the following: 1) domestic standards, including national standards, industry standards, group standards and local standards, as well as the Pharmacopoeia of the People’s Republic of China: 2025 Edition; 2) international and organization standards, including ISO standards, WHO guidelines and WFCMS standards; 3) foreign organizations and institutions, including standards and guidelines issued by FDA, NHS England, NSW Health and the MOH HPP of Singapore; and 4) literature databases, including guidelines, consensus documents and clinical studies in PubMed, CNKI and other databases.
Preliminary screening was conducted based on titles and abstracts, excluding irrelevant or duplicate literature. Secondary screening was conducted by reading the full texts, and evidence directly related to internal administration in pediatrics was included. The final evidence included national standards, such as Decocting Machine of Chinese Herbal Medicine and General Requirements for Traditional Chinese Medicine Decocting Centers; group standards, such as T/CACM 1366—2021 Specification for Decoction of Chinese Medicine Decoctions; ISO standards, such as ISO 18665:2022 Herbal decoction apparatus; WHO guidelines, such as Pocket book of hospital care for children: guidelines for the management of common childhood illnesses; WFCMS standards, such as SCM 55—2020 Requirements for Decocting and Oral Administration of Chinese Medicines; several guidelines from foreign organizations, such as the NHS England safety alert on nasogastric tubes and the RCH guideline on nasogastric feeding in Australia; and literature evidence, such as integrative reviews in PubMed on methods for confirming nasogastric tube placement.
(2) Literature appraisal
The literature appraisal adopted a qualitative assessment method, focusing on the authority, applicability and compatibility of the evidence with TCM pediatrics, rather than quantitative grading. This was because the retrieved literature mainly consisted of standards, guidelines and consensus documents, which are generally issued by authoritative international or national institutions and therefore have relatively high reliability and credibility.
The literature was classified as follows: 1) standards, including mandatory and recommended standards, such as ISO 18665:2022, which specifies requirements for decoction apparatus, and GB/Z 40893.1—2021, the original national standard. These documents have high authority and were directly used for comparison with standard provisions. 2) Guidelines and consensus documents, such as the WHO Pocket book of hospital care for children: guidelines for the management of common childhood illnesses, the NHS England alert on nasogastric tubes, and the RCH guideline on nasogastric feeding management in Australia. These documents are issued by international organizations or professional institutions, emphasize clinical safety and operational specifications, and are applicable to international transformation. 3) Literature, including clinical studies and reviews in databases such as PubMed, for example integrative reviews on methods for confirming nasogastric tube placement. Such evidence supplemented operational details, but its priority was lower than that of standards and guidelines.
The appraisal criteria included: 1) authority of source, with international standards organizations given priority over national institutions and academic journals; 2) timeliness, with priority given to literature published after 2021; 3) relevance, namely direct relevance to internal administration in pediatrics; and 4) compatibility with TCM, namely retention of TCM characteristics, such as traditional decoction utensils. All included literature was confirmed through collective discussion by the project group, and no low-quality evidence was included.
(3) Literature research
On the basis of literature appraisal, the project group carefully read and analyzed the included evidence, with a focus on comparison with the relevant content of the original national standard GB/Z 40893.1—2021 and attention to expressions different from the provisions of the national standard. A clause comparison table was prepared according to themes and clauses. Where multiple different expressions existed for the same clause, all were listed for reference in the subsequent questionnaire and consultation. Through the comparison table, the project group identified items requiring optimization and formed the basis for the questionnaire.
(4) Questionnaire survey
To solicit opinions extensively, the project group prepared an expert questionnaire in October 2025. Based on the results of literature research and the comparison table, single-choice options and open-ended comments were designed for items with differences, such as terms and definitions, operating procedures and contraindications. The criteria for expert selection included: 1) senior professional and technical titles in TCM pediatrics or related fields, such as professor or Chief Physician; 2) extensive clinical or teaching experience, with experts from the Chinese mainland having more than 20 years of professional experience and overseas experts having more than 10 years of professional experience; 3) familiarity with techniques for internal administration in TCM pediatrics; and 4) coverage of different countries and regions to ensure international representativeness. Finally, 30 experts were selected, including 23 from China, including the mainland, Hong Kong, Macao and Taiwan, 2 from Singapore, 2 from Malaysia, 2 from Australia and 1 from the United States. They covered higher education institutions of Chinese medicine, hospitals and overseas TCM institutions, and had strong authority and broad regional representation.
The questionnaire was distributed on 24 October and the deadline for return was 12 November. A total of 30 questionnaires were distributed and 30 completed questionnaires were collected, with an expert response rate of 100%. Statistical analysis used indicators such as mean value, percentage rated as unimportant, rank sum and coefficient of variation. The consensus screening method was as follows: an option support rate greater than 50% was regarded as preliminary consensus, while items with disagreement were submitted to the consultation meeting. The results are detailed in Attachment 1 Report on the expert questionnaire survey. Items with a high degree of consistency were directly included, while the remaining items formed nine controversial points, which, together with open-ended questions, were submitted for expert consultation.
(5) Expert consultation meeting
The expert consultation meeting was held on 3 December 2025, focusing on items with disagreement in the questionnaire. Thirteen authoritative domestic pediatric experts and standardization experts were invited. Before the meeting, a letter for solicitation of comments was sent, containing nine controversial items, open-ended questions and recommendations from the project group. The items were discussed during the meeting, and written opinions were returned within one week after the meeting. The meeting adopted and integrated opinions on matters such as decoction utensils and contraindications for nasogastric gavage. The results are detailed in Attachment 2 Minutes of the expert consultation meeting.
(6) Expert review
After the draft for review by the expert advisory group was formed, it was reviewed by the expert advisory group of this project, comprising Ding Ying, Wan Lisheng, Ma Rong, Wang Youpeng, Wang Lili, Wang Sumei, Shi Zhenggang, Liu Jianzhong, Yu Jian’er, Xiong Lei, Zhang Baoqing, Yu Jian and Dai Qigang. The review focused on verifying the scientific validity, international adaptability and consistency of the content, and a submission draft of the standard was formed.
3 Evidence for determining the main content of the standard
The procedures, technical methods and requirements at each stage of the development of this standard complied with the requirements of the aforementioned relevant normative documents, including WFCMS SCM 1.1—2021 Directives for Standardization — Part 1: Development, Revision and Publication of Standards, the original national standard GB/Z 40893.1—2021 Technical operation specifications of traditional Chinese medicine — Pediatrics — Part 1: Internal treatments, as well as the processes of literature research, expert questionnaire survey and expert consultation meeting, thereby ensuring that the content was based on evidence and expert consensus.
All terms were required to be standardized. TCM terms were based on relevant Chinese national standards, such as GB/T 16751.3—2023 Clinic terminology of traditional Chinese medical diagnosis and treatment — Part 3: Therapeutic methods. Other scientific and technical terms and names adopted the terms published by the China National Committee for Terms in Sciences and Technologies. Dosage-form terms and definitions were based on the Pharmacopoeia of the People’s Republic of China: 2025 Edition. Units of measurement were implemented in accordance with the national standards GB 3100 to GB 3102—1993 Quantities and units, and unit names were expressed using internationally accepted symbols.
III. Relationship with relevant laws, regulations and standards
As an international organization standard, this standard systematically reviewed and coordinated its relationship with relevant laws and regulations, as well as mandatory and recommended standards in China and other countries, during its development. The standard follows the basic requirements of existing specifications and, on the basis of sufficient investigation, expert consultation and international benchmarking, makes evidence-based and well-defined technical adjustments to certain content, so as to ensure its scientific validity, safety, standardization and international applicability.
(1) Relationship with laws and regulations
During its development and application, this standard fully respects and complies with the current medical and health laws and regulations and practice management systems of various countries and regions. The pediatric internal administration techniques covered in this standard, including oral administration, nasogastric gavage administration and rectal administration, especially those involving certain invasive procedures, clearly require implementation under the premise of compliance with laws and regulations, scope of practice and personnel qualification requirements.
In the expert questionnaire survey and consultation meeting, several experts from countries and regions including Australia and Hong Kong, China, clearly pointed out that different levels of regulatory restrictions exist locally for operations such as nasogastric gavage and rectal administration. After expert consultation, this standard clearly states the principle of priority of local laws and regulations in prominent parts such as the Scope and Foreword. That is, the standard provides reference only at the level of technical operation, and does not make unified provisions on specific practice qualifications or management systems, so as to ensure legality and feasibility in the process of international promotion and application.
(2) Relationship with mandatory standards
During its development, this standard strictly followed relevant mandatory national standards and internationally accepted safety specifications, and does not conflict with any current mandatory standard. For content involving water safety, environmental hygiene, instrument safety, disinfection and protection, the basic requirements of mandatory standards were directly cited or followed, such as the Standards for Drinking Water Quality, and relevant specifications on disinfection and hand hygiene in medical institutions. The relevant clauses are implemented in the standard as safety baselines. If the content of this standard is inconsistent with the mandatory standards or laws and regulations of the place of implementation, the local laws, regulations and mandatory standards should prevail.
(3) Relationship with non-mandatory national standards, international standards and group standards, and explanation of the basis for modifications
This standard is based on GB/Z 40893.1—2021 Technical operation specifications of traditional Chinese medicine Pediatrics Part 1: Internal treatments. Through expert questionnaire survey, expert consultation and international benchmarking, certain content was systematically optimized and technically refined. The above modifications do not constitute substantive changes to the technical connotation. Rather, on the premise of maintaining consistency with the core framework and basic principles of the original standard, they enhance its international generalizability and operational safety.
1 Explanation of citation and revision of relevant content from the Pharmacopoeia of the People’s Republic of China: 2025 Edition
The Pharmacopoeia of the People’s Republic of China: 2025 Edition is the current authoritative statutory technical document in China in the field of Chinese medicine preparations and their application, and has the highest normative force in terms of preparation classification, terms and definitions, and basic technical requirements. During the development of this standard, the authority of the Pharmacopoeia was consistently respected, the technical connotation of the Pharmacopoeia was not changed, and the level of application of this standard was clearly defined. The citation and revision of relevant content from the Pharmacopoeia are explained as follows.
The citation of content from the Pharmacopoeia in this standard mainly focuses on the classification and definitions of dosage forms of Chinese medicine preparations, including tincture, granules, tablet, capsule, pill, glue, fluidextract and extract. The above content already has clear, mature and widely recognized normative expressions in the Pharmacopoeia. The results of the expert questionnaire survey showed that most experts supported direct adoption of the original definitions from the 2025 Edition of the Pharmacopoeia in the international standard, so as to enhance the standardization and international comparability of terminology. Therefore, in the dosage-form items above, this standard, in principle, directly adopts the original wording of the Pharmacopoeia as the basic basis for the relevant technical content.
On this basis, in combination with the clinical characteristics of TCM pediatrics and the opinions from the expert consultation meeting, this standard made technical adjustments at the level of application for certain dosage forms. Such adjustments involve only unification of dosage-form names, limitation of the scope of application, or supplementation of explanatory notes, and do not involve any modification to the technical requirements, quality standards or preparation processes of preparations in the Pharmacopoeia. The details are as follows.
(1) Emulsion
The original definition in the Pharmacopoeia is “oral emulsion”, and it is explained in parallel with “oral solution” and “oral suspension”. On the premise of maintaining the core definition of emulsion unchanged, this standard uniformly expresses the dosage-form name as “emulsion” to maintain consistency with the names of other dosage forms. At the same time, the parallel explanation of “oral solution” and “oral suspension”, which is not directly related to the administration techniques covered in this standard, was deleted, with the content streamlined to focus only on emulsion itself.
(2) Granules
The Pharmacopoeia defines granules as “dry granular preparations with a certain particle size prepared by mixing medicinal ingredients with suitable excipients. Note: Granules may be classified into soluble granules, commonly referred to as granules, suspension granules, effervescent granules and enteric granules. According to different release characteristics, they also include sustained-release granules and other types.” According to the opinions from the expert consultation meeting, this standard supplemented an explanatory note without changing the essence of the definition: “Note 2: Granules in this standard include Chinese medicine compound granules and Chinese medicine formula granules.” This was done to adapt to the actual application of modern Chinese medicine granules in current clinical practice of TCM pediatrics and to enhance the practical applicability of the standard.
(3) Tablet
The definition in the Pharmacopoeia lists various types of tablets, including vaginal tablets, vaginal effervescent tablets, sustained-release tablets and controlled-release tablets. In combination with the opinions from the expert consultation meeting and the clinical reality of TCM pediatrics, this standard made appropriate selections in this part. Dosage forms not applicable to children, such as vaginal tablets and vaginal effervescent tablets, as well as sustained-release tablets and controlled-release tablets, which are relatively less commonly used in clinical Chinese medicine practice, were deleted. Only tablet types that are common in pediatric clinical practice and have clear safety profiles were retained, so as to improve the specificity and operability of the standard.
The above adjustments were all based on consensus opinions formed through the expert questionnaire survey and consultation meeting. They constitute standardized citation and explanation of scope of application based on respect for the authority of the Pharmacopoeia, and do not involve any modification to the technical content or statutory requirements of the Pharmacopoeia of the People’s Republic of China: 2025 Edition.
2 Coordination and classification adjustment with national standards on clinical terminology of TCM
This standard refers to the definitions of “enema therapy” and “rectoclysis therapy” in GB/T 16751.3—2023 Clinic terminology of traditional Chinese medical diagnosis and treatment Part 3: Therapeutic methods.
In terms of classification, the original terminology standard classifies these therapies under “external treatment methods”. Based on the administration route, operational purpose and clinical reality in pediatrics, and after expert questionnaire survey and consultation meeting discussion, this standard decided to follow the original national standard and include them in the system of Internal treatments for children, in order to highlight the technical operation specification itself rather than the classification of therapeutic methods. This adjustment represents a difference in technical classification perspective and does not change the technical connotation. It obtained support from more than half of the experts and formed a meeting resolution. At the same time, the “Note” content in the original definitions that was related to indications for specific diseases was deleted, so as to avoid deviating from the functional positioning of this standard as a technical operation specification.
3 Coordinated citation of international organization standards and group standards
In the section on decocting Chinese medicine decoctions, including the types of decoction utensils, soaking time and water amount, special decocting methods, and decocting time for different types of prescriptions, this standard extensively referred to the WFCMS international organization standard SCM 55—2020 Requirements for Prescription, Dispensing, Delivery, Decoction and Oral Administration of Chinese Medicines and the group standard T/CACM 1366—2021 Specification for Decoction of Chinese Medicine Decoctions issued by the China Association of Chinese Medicine.
The expert survey results showed that most experts supported integration of the content of the above documents to form a comprehensive expression that takes both safety and operability into account. Therefore, on the premise of no conflict, this standard optimized and integrated the relevant clauses. This constitutes coordinated application of multiple standards, rather than simple copying or repeated citation.
4 Explanation of technical reference to modern medical and international evidence-based guidelines
For content related to oral administration and nasogastric gavage administration, this standard referred to content such as methods for medication administration in children, operation of pediatric nasogastric tubes and safety guidelines issued by authoritative international institutions including WHO, NHS, ASPEN and RCH in Australia.
The expert questionnaire survey and consultation results showed that the vast majority of experts supported the incorporation of widely verified safety principles from modern evidence-based medicine and the revision of standard provisions with reference to international evidence, on the premise that the TCM technical attributes were not changed. For example, WHO’s Pocket book of hospital care for children: guidelines for the management of common childhood illnesses was referenced to improve the steps and positioning requirements for medication administration in children. Guidelines from institutions such as NHS England, ASPEN and RCH in Australia were considered to revise the methods for verifying gastric tube placement, and to clearly state that methods with insufficient safety, such as auscultation and the bubble method, are not recommended for use alone.
(4) Relationship with disease classification and clinical diagnosis and treatment guideline documents  
Documents such as WHO ICD-11 and Clinical Guidelines for Diagnosis and Treatment in TCM Pediatrics were not directly cited in this standard. These documents mainly provide guidance for disease classification, diagnostic and therapeutic principles, and treatment strategies, and do not directly regulate the specific operation techniques for internal administration in TCM pediatrics.
During the development of this standard, relevant disease classification systems and clinical diagnosis and treatment guidelines were mainly used as background and reference bases for understanding the rationality of selecting administration routes under different disease conditions, as well as the clinical application scenarios of Chinese patent medicines or other treatment methods. This standard is not premised on the diagnosis of specific diseases and does not prescribe treatment regimens. It maintains the independence and general applicability of a technical operation specification.
(5) Principles for application and coordination of the standard
This standard is positioned as a technical operation specification for internal administration in TCM pediatrics. It does not involve disease diagnosis, evaluation of therapeutic efficacy, or selection of specific prescriptions and medicines. During implementation of the standard, the principles of priority of laws and regulations, priority of mandatory standards, and priority of local management should be followed. Under the premise of compliance with the above conditions, this standard may serve as a technical reference document for clinical practice, teaching, scientific research and international exchange in TCM pediatrics.
During the transformation of Technical operation specifications of traditional Chinese medicine — Pediatrics — Part 1: Internal treatments from a national standard into an international organization standard, the project working group focused on key issues such as the technical content, scope of application and safety of the standard. It successively carried out an expert questionnaire survey, expert consultation meeting and review by the expert advisory group. Major comments raised by experts were systematically reviewed, centrally analyzed and handled in a standardized manner, leading to the formation of the final text of this standard. The handling process and basis for the relevant comments are explained as follows.
(1) Summary and handling of comments from the expert questionnaire survey
On the basis of literature research and the original national standard, the project working group organized an expert questionnaire survey to extensively solicit opinions from experts in TCM pediatrics and related fields in China and other countries on the provisions of International standardized manipulations of Chinese medicine Pediatrics Part 1: Internal treatments. The questionnaire included items concerning terms and definitions, technical operating procedures, precautions and contraindications, safety requirements and the structural arrangement of the standard, together with open-ended questions for collecting expert comments.
A total of 30 questionnaires were distributed, and 30 valid responses were collected, with an expert response rate of 100%. The participating experts came from multiple countries and regions, including China, comprising the mainland, Hong Kong, Macao and Taiwan, Singapore, Malaysia, Australia and the United States, and therefore had a high level of authority and international representativeness. According to the established statistical and handling principles, the expert comments were systematically analyzed and classified. The details are as follows.
1 Comments with a relatively high level of consensus and their handling
According to the statistical method, where an option received support from more than 50% of the experts, with a rank sum greater than half of the total number of responses, it was classified as an expert consensus opinion. In principle, the project working group adopted such opinions and made corresponding revisions or improvements to the provisions of the standard accordingly.
The opinions with a relatively high level of expert agreement mainly focused on the following aspects.
First, standardized expression of dosage-form terms for Chinese medicine preparations. For tincture, emulsion, granules, tablet, capsule, pill, glue, fluidextract and extract, among others, most experts supported direct adoption of the mature and standardized definitions in the Pharmacopoeia of the People’s Republic of China: 2025 Edition as the basic text for the international standard, so as to enhance the authority of the terminology.
Second, improvement of provisions related to the safety of administration operations. Examples included changing the water used for soaking from “clean water” to “drinking water meeting the hygiene standards of the country concerned”, emphasizing avoidance of forced administration and prevention of choking cough in the position and steps for administering decoctions in pediatrics, and improving relevant content on nasogastric gavage administration. These items were generally recognized by experts and were directly adopted.
Third, improvement of the structure and completeness of the standard. Revisions to the Scope and Normative references, addition of the definition of enema, and addition of Bibliography, among other items, were all supported by more than 90% of the experts. The project working group accordingly made corresponding adjustments to the structure of the standard.
During the revision process, all the above items were handled in strict accordance with the principle of “not changing the original technical connotation, but only enhancing standardization and safety”.。
2 Comments with disagreement and the handling principles
In the questionnaire survey, some items had similar levels of support across different options and did not form an obvious majority opinion. These mainly focused on the following aspects.
First, technical details related to decocting, such as the specific scope of materials for decoction utensils, soaking time and water amount, special decocting methods, and decocting time for different types of prescriptions.
Second, key points related to nasogastric gavage administration, including methods for verifying nasogastric tube placement, details of tube placement operation, flushing water volume, replacement intervals for nasogastric tubes, and contraindications.
For the above controversial items, the project working group did not simply decide on adoption or rejection based on vote counts. Instead, it summarized and organized the relevant statistical results, the contents of different options and the written expert comments. The project group then preliminarily integrated and absorbed reasonable content from different sources of specifications, including national standards, international organization standards and group standards, and formed comprehensive expressions that took both safety and operability into account. These were submitted together to the expert consultation meeting as key issues for discussion.
3 Handling of open-ended comments and comments related to the policy environment
In the open-ended questions, several experts from regions including Australia and Hong Kong, China, noted that legal and regulatory requirements and scope-of-practice rules differ among countries and regions for operations such as nasogastric gavage administration and rectal administration. In some regions, the scope of practice of TCM practitioners is subject to clear restrictions.
In response, the project working group did not make unified provisions at the standard level regarding specific practice qualifications or management systems. Instead, it clearly stated the principle of priority of local laws and regulations in the Scope, Foreword and relevant precautions, emphasizing that this standard only provides a normative reference at the level of technical operation, and that its implementation should be premised on local laws, regulations and practice management requirements. This handling approach was generally recognized by experts and also preserved the necessary flexibility for the international promotion and practical application of the standard.
In summary, the comments from the expert questionnaire survey provided an important basis for the revision of this standard. On the basis of fully respecting expert consensus, the project working group adopted a prudent handling strategy for controversial and open-ended issues, thereby laying a solid foundation for the subsequent expert consultation meeting and review by the expert advisory group.
For details, see Attachment 1: Report on the expert questionnaire survey.
(2) Centralized explanation and handling of comments from the expert consultation meeting
After completing the summary of comments from the expert questionnaire survey, the project working group held the expert consultation meeting for International standardized manipulations of Chinese medicine Pediatrics Part 1: Internal treatments on 3 December 2025. The participants included invited experts for the consultation meeting and members of the project group, including authoritative experts such as former chairpersons of the Pediatrics Branch of the China Association of Chinese Medicine and the President of the Pediatrics Specialty Committee of WFCMS. The meeting was conducted through a combination of offline and online participation, and focused on centralized consultation and decision-making concerning key technical issues and controversial items involved in transforming the national standard into a WFCMS international organization standard.
1 Working mode and positioning of the consultation meeting
To improve meeting efficiency and ensure that expert opinions were expressed fully and objectively, this expert consultation meeting did not conduct on-site voting or detailed consultation on every controversial item one by one. Instead, it adopted a working mode of “full preparation before the meeting, focused explanation during the meeting, and quantitative decision-making after the meeting”.
Before the meeting, the project working group sent complete consultation materials to all experts, including the summary report of the expert questionnaire survey, the letter for solicitation of comments for the expert consultation meeting, which listed nine core controversial items, open-ended questions and integrated recommendations from the project group, and the text of the original national standard. The experts had independently reviewed the controversial items before the meeting and made preliminary judgments on each item. The main task of the consultation meeting was for the project working group to provide a centralized explanation of the controversial issues, different revision options and their technical background, and to clarify the technical points, sources of disagreement and possible handling directions for each item. This provided a common basis of understanding for the experts’ independent scoring and written feedback after the meeting.
2 Formation and collection of expert opinions 
During the meeting, experts conducted directional exchanges and principled discussions on some key issues. For example, with regard to dosage forms of Chinese medicine preparations and administration safety, experts put forward targeted opinions on tablets, capsules and related content. Experts noted that sustained-release tablets and controlled-release tablets of Chinese medicines are less commonly used in pediatric clinical practice, and that some effervescent tablets present safety risks when used in children. After discussion, the meeting unanimously decided to make selective adjustments and risk-warning revisions to the relevant content, so as to enhance the practicality and safety of the standard.
The meeting did not form on-site resolutions for each controversial item. After the meeting, the project working group, in accordance with the established procedure, uniformly collected the completed letters for solicitation of comments from the experts. In the letters, experts provided quantitative scores for each controversial item, indicating whether it was mandatory or optional, and attached written revision comments. This formed a complete, statistically analyzable and traceable set of expert opinion data.
3 Statistical analysis and handling principles for post-meeting expert opinions 
After the meeting, the project working group systematically organized and statistically analyzed the returned letters for solicitation of comments, using them as an important basis for decision-making in this standard revision.
The handling principles were as follows: for items with a clearly high support rate and generally consistent expert opinions, the corresponding revision recommendations were directly adopted; for items with a small number of differing opinions but no impact on technical safety or the positioning of the standard, the wording was optimized in combination with written expert comments; for items with insufficient support or involving technical immaturity or insufficient evidence, inclusion in the text for this standard transformation was, in principle, deferred.
Through the above approach, the expert consultation meeting fully played the role of collective expert wisdom. The standard revision therefore reflected expert consensus while maintaining the scientific validity and standardization of the decision-making process. After expert consultation, the experts unanimously considered that the overall technical scheme of this standard was mature, the direction of revision was clear, and the text could serve as the basis for transformation into an international organization standard.
For details, see Attachment 2: Minutes of the expert consultation meeting.
(3) Review by the expert advisory group
After completing the handling of comments from the expert questionnaire survey and the expert consultation meeting, the project working group formed the initial draft of International standardized manipulations of Chinese medicine Pediatrics Part 1: Internal treatments based on expert consensus. The draft, together with the explanatory notes on the development of the standard and summary materials of expert comments, was submitted to the expert advisory group for review.
The expert advisory group conducted an overall review and quality control of the revised draft of the standard from the perspectives of standard positioning, technical boundaries, textual standardization and feasibility of international transformation. In response to comments raised during the review, the project working group studied and implemented them item by item. The relevant revisions did not involve substantive adjustments to technical content, but further improved the completeness, rigor and readability of the standard.
On the basis of fully incorporating the review comments of the expert advisory group, the project working group made final revisions to the draft standard text and the explanatory notes on the development of the standard, forming the finalized text of this standard and laying the foundation for the subsequent approval procedures for an international organization standard.
IV. Process and basis for handling major comments
During the transformation of Technical operation specifications of traditional Chinese medicine — Pediatrics — Part 1: Internal treatments from a national standard into an international organization standard, the project working group successively conducted an expert questionnaire survey, an expert consultation meeting, and review by the expert advisory group, focusing on key issues such as the technical content, scope of application, and safety of the standard. Major comments put forward by the experts were systematically collated, centrally analyzed, and handled in a standardized manner, leading to the final text of this standard. The process and basis for handling the relevant comments are described below.
(1) Summary and handling of comments from the expert questionnaire survey
On the basis of the literature research and the original national standard, the project working group organized an expert questionnaire survey to extensively solicit comments from experts in TCM pediatrics and related fields in China and abroad on the provisions of International standardized manipulations of Chinese medicine — Pediatrics — Part 1: Internal treatments. The questionnaire covered terms and definitions, technical operating procedures, precautions and contraindications, safety requirements, and the structure of the standard, and also included open-ended questions to collect expert comments.
A total of 30 questionnaires were distributed, and 30 valid questionnaires were returned, giving an expert response rate of 100%. The participating experts came from China, including the Chinese mainland, Hong Kong, Macao and Taiwan, as well as Singapore, Malaysia, Australia, the United States, and other countries and regions, demonstrating a high level of professional authority and international representativeness. In accordance with the predetermined statistical and handling principles, the expert comments were systematically analyzed and classified. The details are as follows.
1 Opinions on which a high level of consensus was reached and their handling
According to the statistical method, where an option was supported by more than 50% of the experts, with a rank sum greater than half of the total number of responses, it was regarded as an expert consensus opinion. Such opinions were, in principle, accepted by the project working group, and the relevant provisions of the standard were revised or improved accordingly.
The opinions on which a high level of consensus was reached mainly focused on the following aspects.
First, the standardized expression of terminology for dosage forms of Chinese medicine preparations. For dosage forms including tinctures, emulsions, granules, tablets, capsules, pills, glues, fluidextracts and extracts, most experts supported the direct adoption of the mature and standardized definitions in the Pharmacopoeia of the People’s Republic of China: 2025 Edition as the basis for the international standard, so as to enhance the authority of the terminology.
Second, improvement of provisions relating to the safety of administration procedures. For example, the water used for soaking medicines was changed from “clean water” to “drinking water meeting the hygiene standards of the country concerned”; the position and procedures for administering decoctions to children were revised to emphasize avoiding forced administration and preventing choking; and the relevant operating procedures for nasogastric gavage administration were improved. These revisions were generally supported by the experts and were directly adopted.
Third, improvement of the structure and completeness of the standard. More than 90% of the experts agreed with revisions to the Scope and Normative references, the addition of the definition of “enema”, and the addition of references. The project working group therefore made corresponding adjustments to the structure of the standard.
During the revision process, all the above items were handled in strict accordance with the principle of “not changing the original technical connotation, but only enhancing standardization and safety”.
2 Opinions on which disagreement existed and the principles for handling them
In the questionnaire survey, the support rates for different options for some items were similar, and no clear majority opinion was formed. These items mainly concerned the following aspects.
First, technical details relating to decoction, including the specific range of materials for decoction utensils, soaking time and amount of water, special decocting methods, and decocting time for different types of prescriptions.
Second, operating points relating to nasogastric gavage administration, including methods for verifying nasogastric tube placement, details of tube insertion, flushing volumes, intervals for nasogastric tube replacement, and contraindications.
For these controversial items, the project working group did not simply determine whether an option should be accepted or rejected on the basis of the number of votes. Instead, the relevant statistical results, different options, and written comments from the experts were collated and summarized. The project group then preliminarily integrated and incorporated appropriate content from different normative sources, including national standards, international organization standards, and group standards, to develop comprehensive wording that took both safety and operability into account. These items were then submitted together to the expert consultation meeting for focused discussion.
3 Handling of open-ended comments and comments relating to the regulatory environment
In response to the open-ended questions, several experts from Australia, Hong Kong, China, and other countries and regions pointed out that laws, regulations, and scope-of-practice requirements concerning operations such as nasogastric gavage administration and rectal administration vary among different countries and regions, and that the scope of TCM practice is explicitly restricted in some jurisdictions.
In response, the project working group did not make uniform provisions in the standard concerning specific practitioner qualifications or management systems. Instead, the principle that local laws and regulations take precedence was explicitly stated in the Scope, Foreword, and relevant precautions. It was emphasized that this standard provides normative guidance only at the level of technical operation, and that its implementation shall be subject to the applicable local laws and regulations and requirements for scope of practice. This approach was generally accepted by the experts and also preserves the necessary flexibility for the international promotion and practical application of the standard.
In summary, the comments from the expert questionnaire survey provided an important basis for the revision of this standard. On the basis of fully respecting expert consensus, the project working group adopted a prudent handling strategy for controversial and open-ended issues, thereby laying a solid foundation for the subsequent expert consultation meeting and review by the expert advisory group.
For details, see Attachment 1: Report on the expert questionnaire survey.
(2) Centralized explanation and handling of comments from the expert consultation meeting
After completing the summary and handling of comments from the expert questionnaire survey, the project working group held an expert consultation meeting for International standardized manipulations of Chinese medicine — Pediatrics — Part 1: Internal treatments on 3 December 2025. Participants included invited experts and members of the project group, including authoritative experts such as former chairpersons of the Pediatrics Branch of the China Association of Chinese Medicine and the President of the Pediatrics Specialty Committee of the World Federation of Chinese Medicine Societies (WFCMS). The meeting was conducted through a combination of offline and online participation and focused on the consultation and decision-making concerning key technical issues and controversial items arising from the transformation of the national standard into a WFCMS international organization standard.
1 Working mode and positioning of the expert consultation meeting
To improve meeting efficiency and ensure that expert opinions were expressed fully and objectively, the expert consultation meeting did not conduct on-site voting or detailed deliberation on every controversial item. Instead, it adopted a working mode of “full preparation before the meeting, focused explanation during the meeting, and quantitative decision-making after the meeting”.
Before the meeting, the project working group sent a complete set of consultation materials to all experts, including the summary report of the expert questionnaire survey; the letter for solicitation of comments for the expert consultation meeting, which listed nine core controversial items, open-ended questions, and integrated recommendations from the project group; and the text of the original national standard. Before the meeting, the experts had independently reviewed the controversial items and made preliminary judgments on each item.
The main task of the expert consultation meeting was for the project working group to provide a centralized explanation of the controversial issues, the different revision options, and their technical background, and to clarify the technical points, sources of disagreement, and possible approaches to handling each item. This provided a common basis of understanding for the experts’ independent scoring and written feedback after the meeting.
2 Formation and collection of expert opinions
During the meeting, the experts conducted directional exchanges and principled discussions on several key issues. For example, with regard to dosage forms of Chinese medicine preparations and medication safety, the experts put forward specific comments on tablets, capsules, and related content. They noted that sustained-release and controlled-release tablets of Chinese medicines are rarely used in pediatric clinical practice and that some effervescent tablets may pose safety risks when used in children. Following discussion, the experts unanimously agreed that appropriate selections should be made and risk-warning information should be added to the relevant content, so as to enhance the practicality and safety of the standard.
The meeting did not form an on-site resolution for every controversial item. After the meeting, in accordance with the established procedure, the project working group collected the completed letters for solicitation of comments from all experts. In these letters, the experts provided quantitative assessments of each controversial item by indicating whether the proposed content was “required” or “optional”, together with written revision comments. This produced a complete, statistically analyzable, and traceable set of expert opinion data.
3 Statistical analysis and handling principles for expert opinions after the meeting
After the meeting, the project working group systematically collated and statistically analyzed the returned letters for solicitation of comments and used the results as an important basis for decision-making in the revision of this standard.
The handling principles were as follows: where an item received a clearly high level of support and expert opinions were generally consistent, the corresponding revision recommendation was directly adopted; where a small number of differing opinions remained but did not affect technical safety or the positioning of the standard, the wording was further optimized in combination with the experts’ written comments; and where an item received insufficient support or involved inadequate technical maturity or insufficient evidence, it was, in principle, not included in the current text for transformation into an international organization standard.
Through the above approach, the expert consultation meeting made full use of the collective expertise of the participating experts, ensuring that the revision of the standard reflected expert consensus while maintaining a scientific and standardized decision-making process. Following the expert consultation, the experts unanimously agreed that the overall technical scheme of the standard was mature, that the direction of revision was clear, and that the standard could serve as the basis for the text to be transformed into an international organization standard.
For details, see Attachment 2: Minutes of the expert consultation meeting.
(3) Review by the expert advisory group
After completing the expert questionnaire survey and handling the comments from the expert consultation meeting, the project working group prepared an initial draft of International standardized manipulations of Chinese medicine — Pediatrics — Part 1: Internal treatments on the basis of the expert consensus. The draft, together with the explanatory notes on the development of the standard, the summary materials of expert comments, and other relevant materials, was submitted to the expert advisory group for review.
The expert advisory group conducted an overall review of the revised draft with respect to the positioning of the standard, technical boundaries, standardization of the text, and feasibility of international transformation. The project working group examined and implemented the comments raised during the review item by item. The relevant revisions did not involve substantive adjustments to the technical content, but further improved the completeness, rigor, and readability of the standard.
After fully incorporating the comments from the expert advisory group, the project working group made final revisions to the draft standard and the explanatory notes on its development, thereby forming the final text of the standard and laying the foundation for the subsequent procedures for approval of the international organization standard.

V. Recommendations on adoption as an international organization standard
International standardized manipulations of Chinese medicine Pediatrics Part 1: Internal treatments, as an international organization standard issued by the World Federation of Chinese Medicine Societies, is intended to standardize technical operations related to internal administration for children in clinical TCM pediatrics, and to provide a technical basis that can be referenced and drawn upon for TCM pediatric diagnosis and treatment activities in different countries and regions.

This standard is not mandatory. It does not serve as a basis for access to medical practice or for recognition of practice qualifications, nor does it replace the current laws and regulations, mandatory standards, or clinical diagnosis and treatment guidelines of any country or region. Its main functions are to standardize the operating procedures for internal administration in TCM pediatrics, improve the safety and consistency of relevant technical operations, and provide a unified technical language and operational framework for clinical practice, teaching and training, and international exchange. In specific application, countries and regions may reasonably select and use the content of this standard in light of their own laws and regulations, medical management systems, and clinical realities.
IV. Process and basis for handling major comments
During the transformation of Technical operation specifications of traditional Chinese medicine — Pediatrics — Part 1: Internal treatments from a national standard into an international organization standard, the project working group successively conducted an expert questionnaire survey, an expert consultation meeting, and review by the expert advisory group, focusing on key issues such as the technical content, scope of application, and safety of the standard. Major comments put forward by the experts were systematically collated, centrally analyzed, and handled in a standardized manner, leading to the final text of this standard. The process and basis for handling the relevant comments are described below.
(1) Summary and handling of comments from the expert questionnaire survey
On the basis of the literature research and the original national standard, the project working group organized an expert questionnaire survey to extensively solicit comments from experts in TCM pediatrics and related fields in China and abroad on the provisions of International standardized manipulations of Chinese medicine — Pediatrics — Part 1: Internal treatments. The questionnaire covered terms and definitions, technical operating procedures, precautions and contraindications, safety requirements, and the structure of the standard, and also included open-ended questions to collect expert comments.
A total of 30 questionnaires were distributed, and 30 valid questionnaires were returned, giving an expert response rate of 100%. The participating experts came from China, including the Chinese mainland, Hong Kong, Macao and Taiwan, as well as Singapore, Malaysia, Australia, the United States, and other countries and regions, demonstrating a high level of professional authority and international representativeness. In accordance with the predetermined statistical and handling principles, the expert comments were systematically analyzed and classified. The details are as follows.
1 Opinions on which a high level of consensus was reached and their handling
According to the statistical method, where an option was supported by more than 50% of the experts, with a rank sum greater than half of the total number of responses, it was regarded as an expert consensus opinion. Such opinions were, in principle, accepted by the project working group, and the relevant provisions of the standard were revised or improved accordingly.
The opinions on which a high level of consensus was reached mainly focused on the following aspects.
First, the standardized expression of terminology for dosage forms of Chinese medicine preparations. For dosage forms including tinctures, emulsions, granules, tablets, capsules, pills, glues, fluidextracts and extracts, most experts supported the direct adoption of the mature and standardized definitions in the Pharmacopoeia of the People’s Republic of China: 2025 Edition as the basis for the international standard, so as to enhance the authority of the terminology.
Second, improvement of provisions relating to the safety of administration procedures. For example, the water used for soaking medicines was changed from “clean water” to “drinking water meeting the hygiene standards of the country concerned”; the position and procedures for administering decoctions to children were revised to emphasize avoiding forced administration and preventing choking; and the relevant operating procedures for nasogastric gavage administration were improved. These revisions were generally supported by the experts and were directly adopted.
Third, improvement of the structure and completeness of the standard. More than 90% of the experts agreed with revisions to the Scope and Normative references, the addition of the definition of “enema”, and the addition of references. The project working group therefore made corresponding adjustments to the structure of the standard.
During the revision process, all the above items were handled in strict accordance with the principle of “not changing the original technical connotation, but only enhancing standardization and safety”.
2 Opinions on which disagreement existed and the principles for handling them
In the questionnaire survey, the support rates for different options for some items were similar, and no clear majority opinion was formed. These items mainly concerned the following aspects.
First, technical details relating to decoction, including the specific range of materials for decoction utensils, soaking time and amount of water, special decocting methods, and decocting time for different types of prescriptions.
Second, operating points relating to nasogastric gavage administration, including methods for verifying nasogastric tube placement, details of tube insertion, flushing volumes, intervals for nasogastric tube replacement, and contraindications.
For these controversial items, the project working group did not simply determine whether an option should be accepted or rejected on the basis of the number of votes. Instead, the relevant statistical results, different options, and written comments from the experts were collated and summarized. The project group then preliminarily integrated and incorporated appropriate content from different normative sources, including national standards, international organization standards, and group standards, to develop comprehensive wording that took both safety and operability into account. These items were then submitted together to the expert consultation meeting for focused discussion.
3 Handling of open-ended comments and comments relating to the regulatory environment
In response to the open-ended questions, several experts from Australia, Hong Kong, China, and other countries and regions pointed out that laws, regulations, and scope-of-practice requirements concerning operations such as nasogastric gavage administration and rectal administration vary among different countries and regions, and that the scope of TCM practice is explicitly restricted in some jurisdictions.
In response, the project working group did not make uniform provisions in the standard concerning specific practitioner qualifications or management systems. Instead, the principle that local laws and regulations take precedence was explicitly stated in the Scope, Foreword, and relevant precautions. It was emphasized that this standard provides normative guidance only at the level of technical operation, and that its implementation shall be subject to the applicable local laws and regulations and requirements for scope of practice. This approach was generally accepted by the experts and also preserves the necessary flexibility for the international promotion and practical application of the standard.
In summary, the comments from the expert questionnaire survey provided an important basis for the revision of this standard. On the basis of fully respecting expert consensus, the project working group adopted a prudent handling strategy for controversial and open-ended issues, thereby laying a solid foundation for the subsequent expert consultation meeting and review by the expert advisory group.
For details, see Attachment 1: Report on the expert questionnaire survey.
(2) Centralized explanation and handling of comments from the expert consultation meeting
After completing the summary and handling of comments from the expert questionnaire survey, the project working group held an expert consultation meeting for International standardized manipulations of Chinese medicine — Pediatrics — Part 1: Internal treatments on 3 December 2025. Participants included invited experts and members of the project group, including authoritative experts such as former chairpersons of the Pediatrics Branch of the China Association of Chinese Medicine and the President of the Pediatrics Specialty Committee of the World Federation of Chinese Medicine Societies (WFCMS). The meeting was conducted through a combination of offline and online participation and focused on the consultation and decision-making concerning key technical issues and controversial items arising from the transformation of the national standard into a WFCMS international organization standard.
1 Working mode and positioning of the expert consultation meeting
To improve meeting efficiency and ensure that expert opinions were expressed fully and objectively, the expert consultation meeting did not conduct on-site voting or detailed deliberation on every controversial item. Instead, it adopted a working mode of “full preparation before the meeting, focused explanation during the meeting, and quantitative decision-making after the meeting”.
Before the meeting, the project working group sent a complete set of consultation materials to all experts, including the summary report of the expert questionnaire survey; the letter for solicitation of comments for the expert consultation meeting, which listed nine core controversial items, open-ended questions, and integrated recommendations from the project group; and the text of the original national standard. Before the meeting, the experts had independently reviewed the controversial items and made preliminary judgments on each item.
The main task of the expert consultation meeting was for the project working group to provide a centralized explanation of the controversial issues, the different revision options, and their technical background, and to clarify the technical points, sources of disagreement, and possible approaches to handling each item. This provided a common basis of understanding for the experts’ independent scoring and written feedback after the meeting.
2 Formation and collection of expert opinions
During the meeting, the experts conducted directional exchanges and principled discussions on several key issues. For example, with regard to dosage forms of Chinese medicine preparations and medication safety, the experts put forward specific comments on tablets, capsules, and related content. They noted that sustained-release and controlled-release tablets of Chinese medicines are rarely used in pediatric clinical practice and that some effervescent tablets may pose safety risks when used in children. Following discussion, the experts unanimously agreed that appropriate selections should be made and risk-warning information should be added to the relevant content, so as to enhance the practicality and safety of the standard.
The meeting did not form an on-site resolution for every controversial item. After the meeting, in accordance with the established procedure, the project working group collected the completed letters for solicitation of comments from all experts. In these letters, the experts provided quantitative assessments of each controversial item by indicating whether the proposed content was “required” or “optional”, together with written revision comments. This produced a complete, statistically analyzable, and traceable set of expert opinion data.
3 Statistical analysis and handling principles for expert opinions after the meeting
After the meeting, the project working group systematically collated and statistically analyzed the returned letters for solicitation of comments and used the results as an important basis for decision-making in the revision of this standard.
The handling principles were as follows: where an item received a clearly high level of support and expert opinions were generally consistent, the corresponding revision recommendation was directly adopted; where a small number of differing opinions remained but did not affect technical safety or the positioning of the standard, the wording was further optimized in combination with the experts’ written comments; and where an item received insufficient support or involved inadequate technical maturity or insufficient evidence, it was, in principle, not included in the current text for transformation into an international organization standard.
Through the above approach, the expert consultation meeting made full use of the collective expertise of the participating experts, ensuring that the revision of the standard reflected expert consensus while maintaining a scientific and standardized decision-making process. Following the expert consultation, the experts unanimously agreed that the overall technical scheme of the standard was mature, that the direction of revision was clear, and that the standard could serve as the basis for the text to be transformed into an international organization standard.
For details, see Attachment 2: Minutes of the expert consultation meeting.
(3) Review by the expert advisory group
After completing the expert questionnaire survey and handling the comments from the expert consultation meeting, the project working group prepared an initial draft of International standardized manipulations of Chinese medicine — Pediatrics — Part 1: Internal treatments on the basis of the expert consensus. The draft, together with the explanatory notes on the development of the standard, the summary materials of expert comments, and other relevant materials, was submitted to the expert advisory group for review.
The expert advisory group conducted an overall review of the revised draft with respect to the positioning of the standard, technical boundaries, standardization of the text, and feasibility of international transformation. The project working group examined and implemented the comments raised during the review item by item. The relevant revisions did not involve substantive adjustments to the technical content, but further improved the completeness, rigor, and readability of the standard.
After fully incorporating the comments from the expert advisory group, the project working group made final revisions to the draft standard and the explanatory notes on its development, thereby forming the final text of the standard and laying the foundation for the subsequent procedures for approval of the international organization standard.

VI. Requirements and proposed measures for implementation of the standard
After this standard has been reviewed, approved, issued and implemented by the World Federation of Chinese Medicine Societies, it is recommended that publicity, implementation and application be carried out through multiple channels, so as to promote its dissemination and reasonable use in the field of TCM pediatrics in China and other countries.
(1) The World Federation of Chinese Medicine Societies may coordinate the international publicity, promotion and application of the standard, and, in light of the actual conditions of its member countries and regions, promote the use of the standard as a reference in clinical practice, teaching and scientific research in TCM pediatrics.
(2) Relying on the World Federation of Chinese Medicine Societies and its Pediatrics Specialty Committee, interpretation of the standard and application training may be organized, with a focus on TCM pediatric clinicians and relevant professional and technical personnel, so as to improve understanding of the content of the standard and the principles for its application.
(3) The standard may be introduced and interpreted through Chinese medicine and related medical academic conferences, thematic seminars and other forms in China and other countries, so as to promote consensus in the academic community on the standardization of internal administration techniques in TCM pediatrics.
(4) The standard text, explanatory notes on the development of the standard and relevant research results may be published in academic journals and professional media, so as to expand the influence of the standard. Feedback may also be continuously collected during application to provide a basis for subsequent revision.
VII. Facilitating and impeding factors in application
After review and release by the World Federation of Chinese Medicine Societies, this standard will be implemented as a recommended international organization standard. During application, the academic influence of the World Federation of Chinese Medicine Societies, together with multiple channels such as training, meetings and academic journals, may be used to promote dissemination and application of the standard in the field of TCM pediatrics in China and other countries.
At the same time, objective factors that may be encountered during the promotion and application of this standard should be fully recognized. On the one hand, different countries and regions differ in the legal status of Chinese medicine, medical management systems and clinical practice models. On the other hand, different academic schools and individual experience have long existed in the field of TCM pediatrics, and clinical operating habits are not fully consistent, which may affect the unified application of the standard to a certain extent.
With the continuous deepening of international exchange in Chinese medicine, the gradual formation of clinical consensus in TCM pediatrics, and increasing recognition of the concept of standardization, the acceptability and scope of application of this standard are expected to continue expanding through continuous training, demonstration application and dynamic improvement of the standard.
VIII. Other matters requiring explanation
In view of the development of clinical practice in TCM pediatrics and the continuous progress of relevant technical methods, it is recommended that, 3 to 5 years after the publication and implementation of this standard, a systematic evaluation be conducted in light of international application feedback, advances in clinical research and safety evidence. Supplementation, revision or updating may be carried out as appropriate, so as to maintain the scientific validity, advancement and applicability of the standard.

Attachment 1 Report on the Expert Questionnaire Survey
I. Background and purpose of the survey
The project International standardized manipulations of Chinese medicine Pediatrics Part 1: Internal treatments originated from the project for the development and revision of international standards of the World Federation of Chinese Medicine Societies. It is based on the national standard of the People’s Republic of China, namely the guiding technical document GB/Z 40893.1—2021 Technical operation specifications of traditional Chinese medicine Pediatrics Part 1: Internal treatments, and aims to transform this standard into a WFCMS international organization standard. The purpose is to further standardize the operating procedures and requirements for oral administration of Chinese medicine decoctions in pediatrics, oral administration of Chinese patent medicines, nasogastric gavage administration of Chinese medicines, and rectal administration of Chinese medicines, and to specify the precautions and contraindications. The preparation of this document aims to establish standardized operating techniques for methods of internal administration in TCM pediatrics, provide safe and standardized operational guidance for TCM pediatric practitioners worldwide, and promote the standardization and international application of clinical technical operations in TCM pediatrics.
To ensure the scientific validity, standardization and international adaptability of the standard transformation process, this study widely solicited opinions from TCM pediatric experts in China and other countries through an expert questionnaire survey, analyzed the experts’ level of agreement with each technical provision and their recommendations for revision, and provided empirical evidence for the revision of the international standard text.
II. Survey methods and analysis of expert information
1 Survey methods
This survey was conducted in the form of an online questionnaire from October to November 2025. The questionnaire covered 31 main items, including terms and definitions, operating procedures, contraindications, precautions and annex content, and included open-ended questions to collect supplementary comments.
2 Analysis of expert information
2.1 Criteria for expert selection
The criteria for expert selection included: 1) senior professional background in TCM pediatrics or related fields; 2) extensive clinical or teaching experience, with experts from the Chinese mainland having more than 20 years of professional experience and overseas experts having more than 10 years of professional experience; 3) familiarity with internal administration techniques in TCM pediatrics; and 4) coverage of different countries and regions, so as to enhance the international representativeness of the standard.
2.2 Expert response rate
A total of 30 questionnaires were distributed in this survey, and 30 valid responses were collected. The expert response rate was 100%. The expert response rate in this survey was high (100%), and the professional structure was reasonable, with strong authority, thereby ensuring the scientific validity and reliability of the survey results.
2.3 Expert authority and representativeness 
A total of 30 experts provided recommendations on provisions related to Internal treatments for children. The selection of experts took into account regional distribution, professional background and authority. The experts came from 8 countries and regions, including China, comprising multiple provinces and municipalities in the mainland as well as Hong Kong, Macao and Taiwan, Singapore, Malaysia, Australia and the United States. Among them, 23 experts were from China, including the mainland, Hong Kong, Macao and Taiwan, 2 from Singapore, 2 from Malaysia, 2 from Australia and 1 from the United States. The coverage was broad, with strong regional representativeness.
The experts selected for this study were all senior practitioners in TCM pediatrics and related fields, including professors and Chief Physicians from higher education institutions of Chinese medicine in China, as well as experts and scholars from overseas TCM medical and teaching institutions. They all had extensive clinical, scientific research and teaching experience. Their opinions can fully reflect the professional views of senior experts in TCM pediatrics in China and other countries on Internal treatments for children. The country or region, age, educational background, professional title, postgraduate supervisor status, professional distribution and years of work experience of the 30 experts are shown in Tables 1 to 7.
Table 1 Distribution of experts by country/region
	Country/Region
	Number of experts
	Percentage

	Chinese mainland, including Beijing, Shanghai, Tianjin, Nanjing, Guangzhou, etc.
	20
	66.67%

	Hong Kong, China
	1
	3.33%

	Macao, China
	1
	3.33%

	Taiwan, China
	1
	3.33%

		Singapore
	



	2
	6.67%

		Malaysia
	



	2
	6.67%

	Australia
	2
	6.67%

	United States
	1
	3.33%


Table 2 Distribution of experts by age 
	Age group
	Number of experts
	Percentage

	50-59 years
	13
	43.33%

	60-69 years
	13
	43.33%

	70 years and above
	4
	13.33%

	Age span
	50-72 years
	Mean age: 58.75 years


Table 3 Distribution of experts by degree
	Degree
	Number of experts
	Percentage

	Bachelor’s degree
	1
	3.33%

	Master’s degree
	5
	16.67%

	Doctoral degree
	24
	80.00%


Table 4 Distribution of experts by professional and technical title
	Professional title
	Number of experts
	Percentage

	Senior title, including Professor, Chief Physician and Researcher
	27
	90.00%

	Associate senior title, including Associate Professor, Associate Chief Physician and Senior Lecturer
	3
	10.00%


Table 5 Postgraduate supervisor status of experts
	Supervisor type
	Number of experts
	Percentage

	Doctoral supervisor
	17
	56.67%

	Master’s supervisor
	3
	10%

	Not a postgraduate supervisor
	10
	33.33%


Table 6 Distribution of experts by specialty, calculated by primary specialty
	Specialty
	Number of experts
	Percentage

	TCM pediatrics
	25
	83.33%

	Acupuncture and moxibustion
	2
	6.66%

	Integrated Chinese and Western medicine pediatrics
	1
	3.33%

	TCM philology
	1
	3.33%

	TCM standardization
	1
	3.33%


Table 7 Distribution of experts by years of professional experience in the specialty
	Years of professional experience
	Number of experts
	Percentage

	10-19 years
	4
	13.33%

	20-29 years
	7
	23.33%

	30-39 years
	11
	36.67%

	40-49 years
	7
	23.33%

	50 years and above
	1
	3.33%

	Span of years of professional experience
	10-54years
	Mean years of professional experience: 32.47 years


In summary, the experts consulted in this survey had a high level of authority, strong regional representativeness and a high level of participation, and the consultation results had high credibility.
III. Statistical results of the expert questionnaire survey
1 Scoring method
The questionnaire data for each item were organized and statistically processed using Excel spreadsheets. The degree of concentration and coordination of expert opinions was calculated. Relevant statistical analyses were conducted using indicators such as mean value（[image: ]）, percentage rated as unimportant (R), rank sum (S), and coefficient of variation (CV).
1.1 Meaning and calculation methods of indicators
(1) Frequency of occurrence of assigned values for each indicator (f): this refers to the number of times that experts assigned values of 0 or 1 to each item of information. In this study, information checked with “√” in the returned questionnaires was counted as 1 point, and information not checked was counted as 0 points.
(2) Calculation method of the mean value（[image: ]）: this refers to the average score of the counted object.[image: ]
(3) Percentage rated as unimportant (R): this refers to the ratio of the frequency with which experts assigned a value of 0 to each item of information to the total number of experts participating in the evaluation.
R=frequency of 0 / total frequency of the item of information × 100%  
(4) Rank sum (S): this refers to the algebraic sum of the values assigned by experts to each item of information.
（(5) Coefficient of variation (CV): this is often used when the units of observation indicators differ or when the means differ greatly. It is essentially a relative indicator of variation. The calculation formula is:CV=[image: ]×100﹪, where S represents the standard deviation, and represents the mean.
(6) Standard deviation (S): this is the positive square root of the variance, and its dimension is the same as that of the original variable values. Variance, also known as mean square deviation, reflects the average dispersion level of a set of data. The calculation formula is as follows:
    [image: ]
1.2 Plan for handling statistical results
In principle, for the statistical results, option content recognized by more than 50% of the experts was retained. That is, an option with a rank sum greater than half of the total number of returned questionnaires was treated as an item option for which the revision comment was directly accepted.
For items whose rank sum was not greater than half of the total number of returned questionnaires, especially items with multiple options where this situation was more likely to occur, the mean score of each option for each item was recorded truthfully. These items were prepared for submission to the expert consultation meeting as issues requiring focused discussion.
2 Results of the questionnaire survey
2.1 Survey results on the definition of tincture
Table 8 Survey results on the definition of tincture
	option
	[image: ]
	R
	S
	CV

	A. A clear liquid preparation prepared by extracting or dissolving medicinal ingredients with ethanol at a specified concentration, or by diluting a fluidextract. Note: It is used for oral administration or external use. Source: Pharmacopoeia of the People’s Republic of China: 2025 Edition, Volume IV.
	0.87
	13.33%
	26
	39.74%

	B. Retain the original wording of the national standard.                     
	0.13
	86.67%
	4
	265.96%


2.2 Survey results on the definition of emulsion-type liquid preparation (oral emulsion)
Table 9 Survey results on the definition of emulsion-type liquid preparation (oral emulsion)
	option
	[image: ]
	R
	S
	CV

	AA. Oral solution, oral suspension and oral emulsion. Oral solution refers to a clear liquid preparation for oral administration prepared by dissolving medicinal ingredients in a suitable solvent. Oral suspension refers to a suspended liquid preparation for oral administration prepared by dispersing poorly soluble solid medicinal ingredients in a liquid medium, including concentrated suspensions and dry suspensions. Oral emulsion refers to an oil-in-water liquid preparation for oral and other gastrointestinal administration, prepared using two mutually immiscible liquids. Note: Oral solutions, oral suspensions or oral emulsions measured in small volumes or by drops using suitable measuring devices are called drops. Source: Pharmacopoeia of the People’s Republic of China: 2025 Edition, Volume IV.
	0.77
	23.33%
	23
	55.87%

	B. Retain the original wording of the national standard.。 
	0.2
	80.00%
	6
	203.42%


2.3 Survey results on the definition of fluidextract and extract
Table 10 Survey results on the definition of fluidextract and extract
	option
	[image: ]
	R
	S
	CV

	A. Fluidextracts and extracts refer to preparations made by extracting decoction pieces with suitable solvents, evaporating part or all of the solvents, and adjusting the preparations to the specified concentration. Note: Unless otherwise specified, a fluidextract refers to a preparation in which each 1 mL is equivalent to 1 g of decoction pieces. Extracts are divided into thick extracts and dry extracts, and each 1 g is equivalent to 2 g to 5 g of decoction pieces. Source: Pharmacopoeia of the People’s Republic of China: 2025 Edition, Volume IV.  
	0.97
	3.33%
	29
	18.82%

	B. Retain the original wording of the national standard.。
	0.03
	96.67%
	1
	608.58%


2.4 Survey results on the definition of granules
Table 11 Survey results on the definition of granules
	option
	[image: ]
	R
	S
	CV

	A. Dry granular preparations with a certain particle size prepared by mixing medicinal ingredients with suitable excipients. Note: Granules may be classified into soluble granules, commonly referred to as granules, suspension granules, effervescent granules and enteric granules. According to different release characteristics, they also include sustained-release granules and other types. Source: Pharmacopoeia of the People’s Republic of China: 2025 Edition, Volume IV.
	0.7
	30.00%
	21
	66.58%

	B. Retain the original wording of the national standard.。                  
	0.27
	73.33%
	8
	166.58%


2.5 Survey results on the definition of tablet
Table 12 Survey results on the definition of tablet
	option
	[image: ]
	R
	S
	CV

	A. A round or irregularly shaped solid tablet preparation prepared from medicinal ingredients alone or together with suitable excipients. Note 1: Chinese medicine tablets also include extract tablets, semi-extract tablets and whole-powder tablets. Note 2: Tablets are mainly ordinary oral tablets, and also include lozenges, sublingual tablets, buccal patches, chewable tablets, dispersible tablets, soluble tablets, effervescent tablets, vaginal tablets, vaginal effervescent tablets, sustained-release tablets, controlled-release tablets, enteric-coated tablets and orally disintegrating tablets. Source: Pharmacopoeia of the People’s Republic of China: 2025 Edition, Volume IV. 
	0.77
	23.33%
	23
	55.87%

	B. Retain the original wording of the national standard.。                   
	0.23
	76.67%
	7
	187.04%


2.6 Survey results on the definition of capsule 
Table 13 Survey results on the definition of capsule
	option
	[image: ]
	R
	S
	CV

	A. A solid preparation prepared by filling medicinal ingredients alone or together with suitable excipients into hard capsules, or by sealing them in soft capsule shells. Note: Capsules may be classified into hard capsules and soft capsules. According to different release characteristics, they also include sustained-release capsules, controlled-release capsules and enteric-coated capsules. Source: Pharmacopoeia of the People’s Republic of China: 2025 Edition, Volume IV.                                       
	0.8
	20.00%
	24
	50.85%

	B. Retain the original wording of the national standard.。
	0.2
	80.00%
	6
	203.42%


2.7 Survey results on the definition of pill 
Table 14 Survey results on the definition of pill
	option
	[image: ]
	R
	S
	CV

	A. A spherical or spheroidal solid preparation prepared from medicinal ingredients and suitable excipients. Note: Pills include honey pills, water-honey pills, water pills, paste pills, wax pills, concentrated pills, dripping pills, sugar pills and other types. Source: Pharmacopoeia of the People’s Republic of China: 2025 Edition, Volume IV.                                           
	0.83
	16.67%
	25
	45.67%

	B. Retain the original wording of the national standard.。
	0.17
	83.33%
	5
	222.97%


2.8 Survey results on the definition of glue
Table 15 Survey results on the definition of glue
	option
	[image: ]
	R
	S
	CV

	A. A solid block oral preparation prepared by decocting animal skin, bone, shell or horn with water to obtain gelatinous substances, concentrating them into a thick gelatinous mass, and drying the mass. Note: According to different sources of raw materials, glues may be classified into hide glue prepared from animal skin, horn glue prepared from ossified animal horn, bone glue prepared from animal bone, shell glue prepared from animal shell, and other types. Source: Pharmacopoeia of the People’s Republic of China: 2025 Edition, Volume IV.                                    
	0.9
	10.00%
	27
	33.90%

	B. Retain the original wording of the national standard.。
	0.1
	90.00%
	3
	305.13%


2.9 Survey results on the definition of rectal infusion administration
Table 16 Survey results on the definition of rectal infusion administration
	option
	[image: ]
	R
	S
	CV

	A A. Enema therapy: an external treatment method in which a prepared medicinal liquid is infused and retained in the intestinal cavity, producing therapeutic effects through direct action on the affected site, absorption through the intestinal mucosa, and other mechanisms. Note: It is commonly used for renal failure,dysentery、functional intestinal obstruction、anorectal diseases, dysmenorrhea, pelvic inflammatory disease, postpartum fever, convulsions due to high fever, and other conditions. Source: Chinese national standard GB/T 16751.3—2023 Clinic terminology of traditional Chinese medical diagnosis and treatment — Part 3: Therapeutic methods.                                 
	0.73
	26.67%
	22
	61.61%

	B. Retain the original wording of the national standard.。                                         
	0.27
	73.33%
	8
	166.58%


2.10 Survey results on the classification of rectal infusion administration (rectoclysis)
Table 17 Survey results on the classification of rectal infusion administration (rectoclysis)
	option
	[image: ]
	R
	S
	CV

	A. The Chinese national standard GB/T 16751.3—2023 Clinic terminology of traditional Chinese medical diagnosis and treatment — Part 3: Therapeutic methods refers to it as an “external treatment method”.                                    
	0.47
	53.33%
	14
	107.96%

	B. Retain the classification in the national standard under “Internal treatments for children”.                                      
	0.53
	46.67%
	16
	95.74%


2.11 Survey results on the definition of rectoclysis
Table 18 Survey results on the definition of rectoclysis
	option
	[image: ]
	R
	S
	CV

	A. Rectoclysis therapy with Chinese medicines: an anorectal injection therapy in which a disinfected anal tube or disposable rectoclysis catheter is inserted through the anus into the rectum and connected to a prepared enema bag, allowing slow dripping and direct absorption through the rectal mucosa, so as to treat corresponding diseases. Note: It is commonly used for anorectal diseases and diseases of the digestive tract, respiratory tract and gynecology, and is particularly suitable for viral common cold in children, persistent high fever, acute infantile convulsion, tonsillitis, bronchitis, asthma, gastroenteritis, dysentery, hand-foot-and-mouth disease, nephrotic syndrome and other conditions. Source: Chinese national standard GB/T 16751.3—2023 Clinic terminology of traditional Chinese medical diagnosis and treatment — Part 3: Therapeutic methods.                                                               
	0.77
	23.33%
	23
	55.87%

	B. Retain the original wording of the national standard.。                                              
	0.23
	76.67%
	7
	187.04%


2.12 Survey results on decoction utensils 
Table 19 Survey results on decoction utensils
	option
	[image: ]
	R
	S
	CV

	A. Earthenware pots, stainless-steel pots or ceramic utensils should preferably be used. Source: WFCMS international organization standard SCM 55—2020 Requirements for Prescription, Dispensing, Delivery, Decoction and Oral Administration of Chinese Medicines — Part 4: Requirements for Decoction and Oral Administration of Chinese Medicines.                                       
	0.27
	73.33%
	8
	166.58%

	B. Utensils with covers made of materials such as earthenware pots, enamel pots, ceramics, glass and stainless steel. Source: group standard T/CACM 1366—2021 Specification for Decoction of Chinese Medicine Decoctions issued by the China Association of Chinese Medicine.                                       
	0.23
	76.67%
	7
	187.04%

	C. Retain the original wording of the national standard.。                                                                  
	0.1
	90.00%
	3
	305.13%

	D. Integrate the above content.                                                                           
	0.5
	50.00%
	15
	101.71%


2.13 Survey results on decoction volume
Table 20 Survey results on decoction volume
	option
	[image: ]
	R
	S
	CV

	A. Each dose should be decocted to 100 mL to 300 mL for children and 400 mL to 600 mL for adults, and divided into two equal portions or as prescribed by the physician. Source: WFCMS international organization standard SCM 55—2020 Requirements for Prescription, Dispensing, Delivery, Decoction and Oral Administration of Chinese Medicines — Part 4: Requirements for Decoction and Oral Administration of Chinese Medicines.）                                                         
	0.27
	73.33%
	8
	166.58%

	B. Retain the original wording of the national standard.。                                              
	0.73
	26.67%
	22
	61.61%


2.14 Survey results on selection of soaking water
Table 21 Survey results on selection of soaking water
	option
	[image: ]
	R
	S
	CV

	A. Change “clean water” to “drinking water meeting the hygiene standards of the country concerned”. Sources: WFCMS international organization standard SCM 55—2020 Requirements for Prescription, Dispensing, Delivery, Decoction and Oral Administration of Chinese Medicines — Part 4: Requirements for Decoction and Oral Administration of Chinese Medicines; Chinese national standard GB/T 42282—2022 General Requirements for Traditional Chinese Medicine Decocting Centers.                                                                                                     
	0.9
	10.00%
	27
	33.90%

	B. Retain the original wording of the national standard.。                                              
	0.1
	90.00%
	3
	305.13%


2.15 Survey results on soaking time and water amount
Table 22 Survey results on soaking time and water amount
	option
	[image: ]
	R
	S
	CV

	A. Medicines to be decocted should first be soaked. The soaking time is generally 20 min to 30 min. However, for medicines with strong water absorbency, the soaking time may be relatively shortened to 15 min; for medicines that are relatively difficult to absorb water, the soaking time should be appropriately extended, and the medicines should be turned over regularly to promote water absorption until they are fully moistened. At the beginning of decoction, the amount of water is generally appropriate when it covers the medicine surface by 2 cm to 3 cm. For flowers and herbs, or medicines requiring a longer decocting time, an appropriate additional amount of water should be added. Source: WFCMS international organization standard SCM 55—2020 Requirements for Prescription, Dispensing, Delivery, Decoction and Oral Administration of Chinese Medicines — Part 4: Requirements for Decoction and Oral Administration of Chinese Medicines.                                                           
	0.4
	60.00%
	12
	166.58%

	B. The amount of water added should be 2 cm to 5 cm above the liquid surface, and the soaking time should not be less than 30 min. For minerals, shell substances, turtle shells and similar substances, the soaking time should be extended. Source: Chinese national standard GB/T 42282—2022 General Requirements for Traditional Chinese Medicine Decocting Centers.                                                
	0.1
	90.00%
	3
	187.04%

	C. Retain the original wording of the national standard.。                                                                  
	0.1
	90.00%
	3
	305.13%

	D. Integrate the above content.                                                                           
	0.47
	53.33%
	14
	101.71%


2.16 Survey results on special decocting methods 
Table 23 Survey results on special decocting methods
	option
	[image: ]
	R
	S
	CV

	A. Where special requirements are indicated, such as decocting first, adding later, decocting separately, dissolving by heating, wrap-decocting, or using decoction as water, operation should be performed according to the requirements or the physician’s instructions. Decocting first: in general, the medicine should be boiled for 30 min before the other medicinal materials, which have been soaked in advance, are added and decocted together. Adding later: the medicine should be added and decocted together for 5 min to 10 min when the medicinal materials in the first decoction are about to reach the predetermined amount. Decocting separately: the medicine should be cut into small thin slices, decocted for approximately 2 h, and the juice collected. Medicines to be stewed separately should be placed in a covered container, cold water, generally about 10 times the amount of the medicine, should be added, and the medicine should be stewed in water. If the original prescription for such medicines is a compound prescription, the decocted or stewed medicinal juice should be mixed uniformly with the medicinal juice decocted from the other medicinal materials in the prescription before divided packaging. For certain special medicines, the decocting or stewing time may be determined according to the characteristics of the medicine, with an appropriate amount of water. Dissolving by heating: after the other medicines have been decocted to the predetermined amount and the dregs removed, the medicine to be dissolved should be placed in the medicinal liquid, decocted over gentle heat and stirred continuously until the medicine is dissolved. Wrap-decocting: the medicine should be placed in a wrap-decocting bag, which is then closed and decocted together with the other medicines. The material of the wrap-decocting bag should meet medicinal requirements, be harmless to the human body, and have a filtering function. Using decoction as water: such medicines should first be decocted for 15 min to 25 min, after which the dregs are removed, the decoction filtered and the juice collected, and then decocted together with the other medicinal materials in the prescription. Source: WFCMS international organization standard SCM 55—2020 Requirements for Prescription, Dispensing, Delivery, Decoction and Oral Administration of Chinese Medicines — Part 4: Requirements for Decoction and Oral Administration of Chinese Medicines.                                                             
	0.3
	70.00%
	9
	155.36%

	B. Decocting first: in principle, medicines requiring decocting first should first be boiled and decocted for more than 20 min before the other medicines, which have been soaked in advance, are added and decocted together. Decoction pieces requiring decocting first are divided into two categories: 1) mineral, shell, horn and carapace decoction pieces, which may also be decocted as ordinary medicines or by prolonged decoction after crushing; and 2) toxic decoction pieces. Adding later: decoction pieces requiring adding later should be added to the group of medicines for decoction at a certain time before the end of decoction. Medicines requiring adding later are divided into two categories: 1) aromatic decoction pieces containing a large amount of volatile oils, which should be added later during the first decoction; and 2) decoction pieces whose active constituents are easily destroyed by prolonged decoction, which should be added later during the second decoction. Decocting separately or stewing separately: decoction pieces requiring separate decoction or separate stewing are mainly valuable and fine decoction pieces. Medicines to be decocted separately should be cut into thin slices, decocted twice, 1 h each time, and the juice collected. Medicines to be stewed separately should be cut into thin slices, placed in a covered container with cold water added, generally about 10 times the amount of the medicine, stewed in water for 2 h to 3 h, and the juice collected. The decocted or stewed medicinal juice should be mixed with the medicinal juice decocted from the other medicinal materials in the prescription before administration. Dissolving by heating: decoction pieces requiring dissolving by heating are divided into two categories: 1) glue medicines, which are heated and dissolved separately in clean water or yellow rice wine and then mixed into the decoction for administration; alternatively, they may be added to the prepared medicinal liquid and decocted over gentle heat with continuous stirring until dissolved, or made into coarse powder and added to the hot decoction to dissolve; and 2) medicines easily soluble in water, which may be dissolved in the prepared decoction and stirred until dissolved before use. Wrap-decocting: decoction pieces requiring wrap-decocting should be placed in food-grade or medicinal-grade wrap-decocting material and decocted together with the other medicines. The wrap-decocting container should ensure sufficient exchange between the medicinal liquid and the medicine and prevent leakage of the medicine. The material of the wrap-decocting container should comply with the requirements of relevant standards. Such decoction pieces are divided into four categories: 1) decoction pieces containing relatively large amounts of starch or mucilage; 2) decoction pieces that float on the liquid surface or sink to the bottom of the pot; 3) decoction pieces with villi; and 4) decoction pieces that easily make the medicinal liquid turbid. Using decoction as water: the medicinal materials should first be decocted for 15 min to 25 min, after which the dregs are removed, the decoction filtered and the juice collected, and the resulting medicinal liquid is then used to decoct the other medicinal materials in the prescription. Source: group standard T/CACM 1366—2021 Specification for Decoction of Chinese Medicine Decoctions issued by the China Association of Chinese Medicine.                                                      
	0.3
	86.67%
	4
	265.96%

	C. Retain the original wording of the national standard.。                                                                  
	0.07
	93.33%
	2
	362.44%

	D. Integrate the above content.                                                                           
	0.5
	50.00%
	15
	101.71%


2.17 Survey results on decocting time for different types of prescriptions
Table 24 Survey results on decocting time for different types of prescriptions
	option
	[image: ]
	R
	S
	CV

	A. General medicines should be decocted for another 20 min to 30 min after boiling. Exterior-releasing, heat-clearing and aromatic medicines should not be decocted for a long time, and should be decocted for another 15 min to 20 min after boiling. Tonifying medicines should first be boiled over strong heat, and then decocted slowly over gentle heat for approximately 30 min to 60 min. The decocting time for the second decoction should be slightly shorter than that for the first decoction. During decoction, the medicinal materials should be stirred 2 to 3 times. The implement used to stir the medicinal materials should preferably be a rod made of ceramic, stainless steel or similar materials. After stirring one batch of medicinal materials, the implement should be cleaned before stirring the next batch. Source: WFCMS international organization standard SCM 55—2020 Requirements for Prescription, Dispensing, Delivery, Decoction and Oral Administration of Chinese Medicines — Part 4: Requirements for Decoction and Oral Administration of Chinese Medicines.
	0.43
	56.67%
	13
	117.21%

	B. Exterior-releasing, heat-clearing and aromatic medicines should not be decocted for a long time, and should be decocted after boiling for less than 30 min; tonifying medicines should first be boiled over strong heat, and then decocted slowly over gentle heat for more than 30 min. Source: group standard T/CACM 1366—2021 Specification for Decoction of Chinese Medicine Decoctions issued by the China Association of Chinese Medicine.
	0.03
	96.67%
	1
	608.58%

	C. Retain the original wording of the national standard.。                                                                  
	0.07
	93.33%
	2
	362.44%

	D. Integrate the above content.                                                                           
	0.47
	53.33%
	14
	101.71%


2.18 Survey results on methods for administering decoctions in pediatrics, including administration steps and body positio
Table 25 Survey results on methods for administering decoctions in pediatrics, including administration steps and body position
	option
	[image: ]
	R
	S
	CV

	A. For infants: place the infant in an upright or semi-upright position. Place the tip of the syringe or dropper at the side of the mouth, between the cheek and the gums, and release the medicine slowly. Allow the infant to swallow naturally. Do not force the medicine down, in order to avoid choking. For older children: have the child sit upright and sip the medicine with a spoon or cup. If needed, ensure that water or juice is given after the full dose has been taken. If the child vomits within 30 min, repeat the dose only when less than half of the dose has been retained. For bitter medicines, they may be mixed with a small amount of milk or juice, but the full dose should be ensured. Source: WHO guideline Pocket book of hospital care for children: guidelines for the management of common childhood illnesses. 
	0.6
	40.00%
	18
	83.05%

	B. Retain the original wording of the national standard.。                                                                  
	0.13
	86.67%
	4
	265.96%

	C. Integrate the above content.                                                                           
	0.27
	73.33%
	8
	166.58%


2.19 Survey results on measurement of nasogastric tube insertion length 
Table 26 Survey results on measurement of nasogastric tube insertion length
	option
	[image: ]
	R
	S
	CV

	A. Use the NEMU method, namely nose → earlobe → xiphoid process → midline of the umbilicus. Sources: ASPEN Pediatric Nasogastric Tube Placement and Verification: Best Practice Recommendations From the NOVEL Project; RCH in Australia Nasogastric and Orogastric Tube Insertion and Management.       
	0.33
	66.67%
	10
	145.29%

	B. Retain the original wording of the national standard.。                                                                  
	0.63
	36.67%
	19
	77.80%


2.20 Survey results on verification of nasogastric tube placement 
Table 27 Survey results on verification of nasogastric tube placement
	option
	[image: ]
	R
	S
	CV

	A. The preferred method is pH testing of aspirated gastric fluid, with a pH range of 1 to 5.5. X-ray is the gold standard. Other methods include ultrasound and end-tidal CO₂. Source: ASPEN Pediatric Nasogastric Tube Placement and Verification: Best Practice Recommendations From the NOVEL Project.                                 
	0.03
	96.67%
	1
	608.58%

	B. A pH of 1 to 5.5 in aspirated gastric fluid may be used as the preferred test to exclude entry of the gastric tube into the respiratory tract. X-ray is the gold standard. Methods with insufficient safety, such as observing bubbles or the presence or absence of respiratory distress, should be avoided for verification. Source: NHS England Patient safety alert Nasogastric tube misplacement continuing risk of death and severe harm.                      
	0.07
	93.33%
	2
	362.44%

	C. A pH of 1 to 5.5 in aspirated gastric fluid or X-ray is the only acceptable method for confirming placement. Source: NHS England Patient safety alert on placement devices for nasogastric tube insertion.
	0.03
	96.67%
	1
	608.58%

	D. pH testing may be used as a first-line method, and radiological confirmation must be ordered by medical personnel to confirm the safe position of the tube. Absence of distress during insertion is not equivalent to correct tube placement. Source: NSW Health Nasogastric and Orogastric Tube Insertion and Management in Neonates.
	0.0
	100.00%
	0
	

	E. X-ray is regarded as the gold standard for verifying the position of an NGT. Measuring the acidity or pH of gastric aspirate is the most commonly used evidence-based method for verifying NGT placement. Auscultation is not a reliable method for checking tube placement and should be avoided. If there remains doubt or the position cannot be confirmed by other methods, X-ray may be used to confirm placement. Source: RCH in Australia Nasogastric and Orogastric Tube Insertion and Management.
	0.07
	93.33%
	2
	362.44%

	F. Retain the original wording of the national standard.。                                       
	0.37
	63.33%
	11
	132.47%

	G. Integrate the above content.                                 
	0.37
	63.33%
	11
	132.47%


2.21 Survey results on pre-operation care, including matters before gastric tube insertion 
Table 28 Survey results on pre-operation care, including matters before gastric tube insertion
	option
	[image: ]
	R
	S
	CV

	A. For NGT insertion, procedural pain management and/or sedation should be considered. Age-appropriate procedural holding and non-pharmacological distraction techniques should be considered and planned. Where appropriate, sucrose may be considered for infants under 12 months of age to reduce distress. Where appropriate, topical anesthetic nasal spray may be considered for older children, aged over 2 years. Source: RCH in Australia Nasogastric and Orogastric Tube Insertion and Management.       
	0.2
	80.00%
	6
	203.42%

	B. Retain the original wording of the national standard.。                                                                  
	0.2
	80.00%
	6
	203.42%

	C. Integrate the above content.                                                                           
	0.53
	46.67%
	16
	95.74%


2.22 Survey results on nasogastric tube placement operation
Table 29 Survey results on nasogastric tube placement operation
	option
	[image: ]
	R
	S
	CV

	A. If resistance is encountered during insertion of the gastric tube, advancement should be stopped, the gastric tube should be withdrawn by 1 cm to 2 cm, the direction adjusted, and advancement attempted again after slight rotation of the gastric tube. The gastric tube must not be advanced forcibly. Source: NSW Health Nasogastric and Orogastric Tube Insertion and Management in Neonates.               
	0.43
	56.67%
	13
	117.21%

	B. Retain the original wording of the national standard.。                                                                  
	0.13
	86.67%
	4
	265.96%

	C. Integrate the above content.                                                                           
	0.33
	66.67%
	10
	145.29%


2.23 Survey results on water volume for flushing the gastric tube 
Table 30 Survey results on water volume for flushing the gastric tube
	option
	[image: ]
	R
	S
	CV

	A. Change the water volume for flushing the gastric tube to “3 mL to 5 mL for neonates or 5 mL to 10 mL for pediatric patients is recommended.” Source: RCH in Australia Nasogastric and Orogastric Tube Insertion and Management.     
	0.4
	60.00%
	12
	124.57%

	B. Retain the original wording of the national standard.。                                                                  
	0.13
	86.67%
	4
	265.96%

	C. Integrate the above content.                                                                           
	0.4
	60.00%
	12
	124.57%


2.24 Survey results on contraindications for pediatric nasogastric gavage administration of Chinese medicines
Table 31 Survey results on contraindications for pediatric nasogastric gavage administration of Chinese medicines
	option
	[image: ]
	R
	S
	CV

	A. Absolute contraindications: intestinal failure, for feeding; inability to obtain safe enteral access, namely severe midfacial trauma or skull base fracture. Relative contraindications: coagulation abnormality; esophageal trauma, namely recent ingestion of alkaline substances, due to the risk of esophageal rupture; esophageal varices; esophageal stricture, including recent history of esophageal surgery; esophageal obstruction caused by tumor or foreign body; recent history of gastric perforation or gastric surgery; and recent nasal surgery. Source: RCH in Australia Nasogastric and Orogastric Tube Insertion and Management.
	0.2
	80.00%
	6
	203.42%

	B. Retain the original wording of the national standard.。                                                                  
	0.23
	76.67%
	7
	187.04%

	C. Integrate the above content.                                                                           
	0.5
	50.00%
	15
	101.71%


2.25 Survey results on timing for gastric tube replacement 
Table 32 Survey results on timing for gastric tube replacement
	option
	[image: ]
	R
	S
	CV

	A. Refer to the manufacturer’s package guidelines for the recommended replacement time. In the absence of recommendations, all PVC tubes should be routinely replaced every 4 weeks, and polyurethane tubes should be replaced every 8 weeks. Source: RCH in Australia Nasogastric and Orogastric Tube Insertion and Management.                                  
	0.3
	70.00%
	9
	155.36%

	B. Retain the original wording of the national standard.。                                                                  
	0.17
	83.33%
	5
	222.97%

	C. Integrate the above content.                                                                           
	0.47
	53.33%
	14
	107.96%


2.26 Survey results on contraindicated decoction utensils
Table 33 Survey results on contraindicated decoction utensils
	option
	[image: ]
	R
	S
	CV

	A. Iron pots, aluminum pots and copper pots should not be used. Source: WFCMS international organization standard SCM 55—2020 Requirements for Prescription, Dispensing, Delivery, Decoction and Oral Administration of Chinese Medicines — Part 4: Requirements for Decoction and Oral Administration of Chinese Medicines.
	0.37
	63.33%
	11
	132.47%

	B. Aluminum and ordinary plastic products shall not be used, and iron or other easily corroded utensils are contraindicated. Source: group standard T/CACM 1366—2021 Specification for Decoction of Chinese Medicine Decoctions issued by the China Association of Chinese Medicine.  
	0.03
	96.67%
	1
	608.58%

	C. Retain the original wording of the national standard.。                                                                  
	0.0
	100.00%
	0
	

	D. Integrate the above content.                                                                         
	0.57
	43.33%
	17
	88.42%


2.27 Survey results on revising “Scope” 
Table 34 Survey results on revising “Scope”
	option
	[image: ]
	R
	S
	CV

	A. Agree
	0.97
	3.33%
	29
	18.82%

	B. Disagree                    
	0.0
	100.00%
	0
	


2.28 Survey results on revising “Normative references” 
Table 35 Survey results on revising “Normative references”
	option
	[image: ]
	R
	S
	CV

	A. Agree
	1.0
	0.00%
	30
	0.00%

	B. Disagree                    
	0.0
	100.00%
	0
	


2.29 Survey results on the definition of “enema”
Table 36 Survey results on adding the definition of “enema”
	option
	[image: ]
	R
	S
	CV

	A. Agree
	0.97
	3.33%
	29
	18.82%

	B. Disagree                    
	0.0
	100.00%
	0
	


2.30 Survey results on adding “Bibliography” 
Table 37 Survey results on adding “Bibliography”
	option
	[image: ]
	R
	S
	CV

	A. Agree
	1.0
	0.00%
	30
	0.00%

	B. Disagree                    
	0.0
	100.00%
	0
	


2.31 Survey results on adding standards for decoction utensils
Table 38 Survey results on adding standards for decoction utensils
	option
	[image: ]
	R
	S
	CV

	A. ISO 18665 Traditional Chinese medicine — Herbal decoction apparatus (2022). 
	0.13
	86.67%
	4
	265.96%

	B. GB/T 30219—2013 Decocting Machine of Chinese Herbal Medicine.                                                  
	0.0
	100.00%
	0
	

	C. Comply with both of the above standards.                                
	0.8
	20.00%
	24
	50.85%


3 Handling and analysis of questionnaire results
3.1 Direct acceptance of revision comments
Options supported by more than 50% of experts were retained, that is, items with a rank sum greater than half of the total score of the returned questionnaires were treated as items for which revision comments were directly accepted. The item options for which revision comments were directly accepted are summarized as follows.
Table 39 Items for which revision comments were directly accepted
	No.
	Item
	Option with the highest support
	Frequency
	Percentage

	1
	Definition of tincture
	A. A clear liquid preparation prepared by extracting or dissolving medicinal ingredients with ethanol at a specified concentration, or by diluting a fluidextract. Note: It is used for oral administration or external use. Source: Pharmacopoeia of the People’s Republic of China: 2025 Edition, Volume IV.
	26
	86.67%

	2
	Definition of emulsion-type liquid preparation, oral emulsion
	A. Oral solution, oral suspension and oral emulsion. Oral solution refers to a clear liquid preparation for oral administration prepared by dissolving medicinal ingredients in a suitable solvent. Oral suspension refers to a suspended liquid preparation for oral administration prepared by dispersing poorly soluble solid medicinal ingredients in a liquid medium, including concentrated suspensions and dry suspensions. Oral emulsion refers to an oil-in-water liquid preparation for oral and other gastrointestinal administration, prepared using two mutually immiscible liquids. Note: Oral solutions, oral suspensions or oral emulsions measured in small volumes or by drops using suitable measuring devices are called drops. Source: Pharmacopoeia of the People’s Republic of China: 2025 Edition, Volume IV.
	23
	76.67%

	3
	Definition of fluidextract and extract
	A. Fluidextracts and extracts refer to preparations made by extracting decoction pieces with suitable solvents, evaporating part or all of the solvents, and adjusting the preparations to the specified concentration. Note: Unless otherwise specified, a fluidextract refers to a preparation in which each 1 mL is equivalent to 1 g of decoction pieces. Extracts are divided into thick extracts and dry extracts, and each 1 g is equivalent to 2 g to 5 g of decoction pieces. Source: Pharmacopoeia of the People’s Republic of China: 2025 Edition, Volume IV.
	29
	96.67%

	4
	Definition of granules
	A. Dry granular preparations with a certain particle size prepared by mixing medicinal ingredients with suitable excipients. Note: Granules may be classified into soluble granules, commonly referred to as granules, suspension granules, effervescent granules and enteric granules. According to different release characteristics, they also include sustained-release granules and other types. Source: Pharmacopoeia of the People’s Republic of China: 2025 Edition, Volume IV.
	21
	70.00%

	5
	Definition of tablet
	A. A round or irregularly shaped solid tablet preparation prepared from medicinal ingredients alone or together with suitable excipients. Note 1: Chinese medicine tablets also include extract tablets, semi-extract tablets and whole-powder tablets. Note 2: Tablets are mainly ordinary oral tablets, and also include lozenges, sublingual tablets, buccal patches, chewable tablets, dispersible tablets, soluble tablets, effervescent tablets, vaginal tablets, vaginal effervescent tablets, sustained-release tablets, controlled-release tablets, enteric-coated tablets and orally disintegrating tablets. Source: Pharmacopoeia of the People’s Republic of China: 2025 Edition, Volume IV.
	23
	76.67%

	6
	Definition of capsule
	A. A solid preparation prepared by filling medicinal ingredients alone or together with suitable excipients into hard capsules, or by sealing them in soft capsule shells. Note: Capsules may be classified into hard capsules and soft capsules. According to different release characteristics, they also include sustained-release capsules, controlled-release capsules and enteric-coated capsules. Source: Pharmacopoeia of the People’s Republic of China: 2025 Edition, Volume IV.                                  
	24
	80.00%

	7
	Definition of pill
	A. A spherical or spheroidal solid preparation prepared from medicinal ingredients and suitable excipients. Note: Pills include honey pills, water-honey pills, water pills, paste pills, wax pills, concentrated pills, dripping pills, sugar pills and other types. Source: Pharmacopoeia of the People’s Republic of China: 2025 Edition, Volume IV.    
	25
	83.33%

	8
	Definition of glue
	A. A solid block oral preparation prepared by decocting animal skin, bone, shell or horn with water to obtain gelatinous substances, concentrating them into a thick gelatinous mass, and drying the mass. Note: According to different sources of raw materials, glues may be classified into hide glue prepared from animal skin, horn glue prepared from ossified animal horn, bone glue prepared from animal bone, shell glue prepared from animal shell, and other types. Source: Pharmacopoeia of the People’s Republic of China: 2025 Edition, Volume IV.
	27
	90.00%

	9
	Definition of rectal infusion administration
	A. Enema therapy: an external treatment method in which a prepared medicinal liquid is infused and retained in the intestinal cavity, producing therapeutic effects through direct action on the affected site, absorption through the intestinal mucosa, and other mechanisms. Note: It is commonly used for renal failure, dysentery、functional intestinal obstruction, anorectal diseases, dysmenorrhea, pelvic inflammatory disease, postpartum fever, convulsions due to high fever, and other conditions. Source: Chinese national standard GB/T 16751.3—2023 Clinic terminology of traditional Chinese medical diagnosis and treatment — Part 3: Therapeutic methods. 
	22
	73.33%

	10
	Classification of rectal infusion administration, rectoclysis
	B. Retain the classification in the national standard under “Internal treatments for children”.                                      
	16
	53.33%

	11
	Definition of rectoclysis
	A. Rectoclysis therapy with Chinese medicines: an anorectal injection therapy in which a disinfected anal tube or disposable rectoclysis catheter is inserted through the anus into the rectum and connected to a prepared enema bag, allowing slow dripping and direct absorption through the rectal mucosa, so as to treat corresponding diseases. Note: It is commonly used for anorectal diseases and diseases of the digestive tract, respiratory tract and gynecology, and is particularly suitable for viral common cold in children, persistent high fever, acute infantile convulsion, tonsillitis, bronchitis, asthma, gastroenteritis, dysentery, hand-foot-and-mouth disease, nephrotic syndrome and other conditions. Source: Chinese national standard GB/T 16751.3—2023 Clinic terminology of traditional Chinese medical diagnosis and treatment — Part 3: Therapeutic methods.     
	23
	76.67%

	12
	Decoction volume
	B. Retain the original wording of the national standard.。                                                
	22
	73.33%

	13
	Selection of soaking water
	A. Change “clean water” to “drinking water meeting the hygiene standards of the country concerned”. Sources: WFCMS international organization standard SCM 55—2020 Requirements for Prescription, Dispensing, Delivery, Decoction and Oral Administration of Chinese Medicines — Part 4: Requirements for Decoction and Oral Administration of Chinese Medicines; Chinese national standard GB/T 42282—2022 General Requirements for Traditional Chinese Medicine Decocting Centers.
	27
	90.00%

	14
	Methods for administering decoctions in pediatrics
	A. For infants: place the infant in an upright or semi-upright position. Place the tip of the syringe or dropper at the side of the mouth, between the cheek and the gums, and release the medicine slowly. Allow the infant to swallow naturally. Do not force the medicine down, in order to avoid choking. For older children: have the child sit upright and sip the medicine with a spoon or cup. If needed, ensure that water or juice is given after the full dose has been taken. If the child vomits within 30 min, repeat the dose only when less than half of the dose has been retained. For bitter medicines, they may be mixed with a small amount of milk or juice, but the full dose should be ensured. Source: WHO guideline Pocket book of hospital care for children: guidelines for the management of common childhood illnesses.
	18
	60.00%

	15
	Measurement of gastric tube insertion length
	B. Retain the original wording of the national standard.。
	19
	63.33%

	16
	Pre-operation care, including matters before gastric tube insertion
	C. Integrate the above content.                                   
	16
	53.33%

	17
	Contraindicated decoction utensils
	D. Integrate the above content.               
	17
	56.67%

	18
	Revising “Scope”
	Agree 
	29
	96.67%

	19
	Revising “Normative references”
	Agree 
	30
	100%

	20
	Adding the definition of “enema”
	Agree
	29
	96.67%

	21
	Adding “Bibliography”
	Agree
	30
	100%

	22
	Adding standards for decoction utensils   
	C. Comply with both of the above standards.                                 
	24
	80.00%


According to the statistical results, a total of 22 items received support from more than 50% of the experts. In accordance with “1.2 Plan for handling statistical results”, the 22 items in the above table were classified as items for “directly accepted revision comments” (corresponding to Table 39). These items were mainly concentrated in terms and definitions, certain operating procedures, and newly added or revised items, indicating that experts had reached a relatively strong consensus on the above content. The original items were revised according to the options with the highest support. In addition, expert comments on some items were summarized.
The expert comments are summarized as follows:
1.For the definition of emulsion-type liquid preparation (oral emulsion), it was recommended that the definition of emulsion also follow the format used for solution and suspension, and be revised to: “Oral emulsion refers to an oil-in-water liquid preparation for oral and other gastrointestinal administration, prepared by dispersing medicines in two mutually immiscible liquids.”
2.For the definition of granules, it was recommended to integrate Options A and B: “Dry granular preparations with a certain particle size prepared by mixing medicinal ingredients with suitable excipients. Note: Granules may be classified into soluble granules, commonly referred to as granules, suspension granules, effervescent granules and enteric granules. According to different release characteristics, they also include sustained-release granules, controlled-release granules and other types.” Integrating Options A and B would make the expression more comprehensive and specific.
3.For the definition of tablet, it was proposed that whether “vaginal tablets” and “vaginal effervescent tablets” need to be retained should be considered. 
4.For the definition of rectal infusion administration, it was proposed that whether “postpartum fever”, “pelvic inflammatory disease” and “dysentery” need to be deleted should be considered.”
5. For the definition of rectoclysis, it was recommended to revise it as follows: “Rectoclysis therapy with Chinese medicines: a treatment method in which a disinfected anal tube or disposable rectoclysis catheter is inserted through the anus into the rectum and connected to a prepared enema bag, allowing slow dripping and direct absorption through the rectal mucosa, so as to treat corresponding diseases; specifically, it is a treatment method in which medicines are dripped into the rectum through an infusion tube inserted into the anus.”
6. For decoction volume, it was recommended to consider whether the amount of medicine could be further reduced, for example: “10 mL to 30 mL for neonates, 50 mL to 80 mL for infants, 100 mL to 150 mL for toddlers and preschool children, and 200 mL to 300 mL for school-age children.”
7. For methods for administering decoctions in pediatrics, including administration steps and body position, some experts noted that forced administration should not be advocated, in order to avoid choking cough leading to suffocation, or causing psychological trauma to the child. Some Chinese medicines should not be mixed with milk, in order to avoid adverse effects or effects on medicinal efficacy.
8. For pre-operation care, including matters before gastric tube insertion, some experts recommended that, on the basis of existing psychological care, evidence-based measures such as procedural analgesia/sedation, non-pharmacological distraction, sucrose and local anesthetic spray should be added, which would better conform to the trend toward pediatric safety and comfort. Alternatively, the wording could be revised to: “Prepare all instruments and supplies and bring them to the bedside of the child. For conscious school-age children and preschool children, provide psychological care, explain the significance of the treatment and the precautions, provide psychological reassurance and encouragement, eliminate the child’s nervousness and fear, and seek the child’s active cooperation during the operation. For NGT insertion, procedural pain management and/or sedation should be considered. Age-appropriate procedural holding and non-pharmacological distraction techniques should be considered and planned. Where appropriate, sucrose may be considered for infants under 12 months of age to reduce distress. Where appropriate, topical anesthetic nasal spray may be considered for older children, aged over 2 years.”
9. For contraindicated decoction utensils, it was recommended that “iron utensils shall not be used for decocting Chinese medicine decoctions, and aluminum pots, copper pots and ordinary plastic products should not be used.” Other experts also emphasized that coated pots are not recommended.
10. For nasogastric gavage administration of Chinese medicines, experts noted that in Australia, TCM practitioners are not legally permitted to use nasogastric gavage administration. At present, TCM treatment methods in Hong Kong are limited to those “in accordance with principles based on traditional Chinese medicine”. For rectal administration of Chinese medicines, experts noted that at present, TCM treatment methods in Hong Kong are limited to those “in accordance with principles based on traditional Chinese medicine”. 
3.2 Analysis of controversial items 
According to “1.2 Plan for handling statistical results”, there were still 9 items for which no option received support from more than 50% of experts. These were: decoction utensils, soaking time and water amount, special decocting methods, decocting time for different types of prescriptions, verification of nasogastric tube placement, nasogastric tube placement operation, water volume for flushing the gastric tube, contraindications for pediatric nasogastric gavage administration of Chinese medicines, and timing for gastric tube replacement. The themes of the controversial items and the options with the highest support are summarized as follows.
Table 40 Summary of controversial item themes and options with the highest support
	No.
	Item
	Option with the highest support
	Frequency
	Percentage

	1
	Decoction utensils
	D. Integrate the above content.
	15
	50.00%

	2
	Soaking time and water amount
	D. Integrate the above content.       
	14
	46.67%

	3
	Special decocting methods
	D. Integrate the above content.              
	15
	50.00%

	4
	Decocting time for different types of prescriptions
	D. Integrate the above content.       
	14
	46.67%

	5
	Verification of nasogastric tube placement
	F. Retain the original wording of the national standard. 
G. Integrate the above content.        
	11
	36.67%

	6
	Nasogastric tube placement operation
	A. If resistance is encountered during insertion of the gastric tube, advancement should be stopped, the gastric tube should be withdrawn by 1 cm to 2 cm, the direction adjusted, and advancement attempted again after slight rotation of the gastric tube. The gastric tube must not be advanced forcibly. Source: NSW Health Nasogastric and Orogastric Tube Insertion and Management in Neonates.                                      
	13
	43.33%

	7
	Water volume for flushing the gastric tube
	A. Change the water volume for flushing the gastric tube to “3 mL to 5 mL for neonates or 5 mL to 10 mL for pediatric patients is recommended.” Source: RCH in Australia Nasogastric and Orogastric Tube Insertion and Management. 
C. Integrate the above content.                             
	12
	30.00%

	8
	Contraindications for pediatric nasogastric gavage administration of Chinese medicines
	C. Integrate the above content.      
	15
	50.00%

	9
	Timing for gastric tube replacement
	C. Integrate the above content.   
	14
	46.67%


The original content of the national standard, specific option results and expert comments for the controversial items are as follows.
(1) Decoction utensils
Original wording of the national standard: Decoction utensils: earthen jars, pottery jars, porcelain jars and automatic decocting machines.
Table 41 Option results for decoction utensils
	Option
	Frequency
	Percentage

	A. Earthenware pots, stainless-steel pots or ceramic utensils should preferably be used. Source: WFCMS international organization standard SCM 55—2020 Requirements for Prescription, Dispensing, Delivery, Decoction and Oral Administration of Chinese Medicines — Part 4: Requirements for Decoction and Oral Administration of Chinese Medicines.                                       
	8
	26.67%

	B. Utensils with covers made of materials such as earthenware pots, enamel pots, ceramics, glass and stainless steel. Source: group standard T/CACM 1366—2021 Specification for Decoction of Chinese Medicine Decoctions issued by the China Association of Chinese Medicine.                                       
	7
	23.33%

	C. Retain the original wording of the national standard.                                                                  
	3
	10.00%

	D. Integrate the above content.                                                                           
	15
	50.00%


Written expert comments:
①Revise to: “Earthenware pots and earthen jars are preferred; utensils made of ceramic, glass, stainless steel and similar materials, as well as automatic decocting machines, may be used.”
②“Earthen jars, pottery jars, porcelain jars, earthenware pots, enamel pots, glass utensils, automatic decocting machines, utensils made of stainless steel and similar materials, with covers.”
③Stainless-steel pots have many advantages, such as corrosion resistance and heat resistance. However, when decocting Chinese medicines, there may be potential problems, including dissolution of metal ions and reactions with medicinal constituents, which may affect the efficacy and safety of Chinese medicines. Therefore, it is recommended that ceramic pots, earthenware pots or glass utensils be used as containers for decocting Chinese medicines, as these materials can better ensure the safety and medicinal efficacy of Chinese medicines during decoction.
(2) Soaking time and water amount
Original wording of the national standard: The medicines are required to be soaked thoroughly, and the water surface should then be approximately 2 cm above the surface of the medicines; for exterior-releasing prescriptions, approximately 1 cm above; for tonifying prescriptions, approximately 3 cm above. Soak for approximately 30 min.
Table 42 Option results for soaking time and water amount
	Option
	Frequency
	Percentage

	A. Medicines to be decocted should first be soaked. The soaking time is generally 20 min to 30 min. However, for medicines with strong water absorbency, the soaking time may be relatively shortened to 15 min; for medicines that are relatively difficult to absorb water, the soaking time should be appropriately extended, and the medicines should be turned over regularly to promote water absorption until they are fully moistened. At the beginning of decoction, the amount of water is generally appropriate when it covers the medicine surface by 2 cm to 3 cm. For flowers and herbs, or medicines requiring a longer decocting time, an appropriate additional amount of water should be added.                                                                  
	12
	40.00%

	B. The amount of water added should be 2 cm to 5 cm above the liquid surface, and the soaking time should not be less than 30 min. For minerals, shell substances, turtle shells and similar substances, the soaking time should be extended. Source: WFCMS international organization standard SCM 55—2020 Requirements for Prescription, Dispensing, Delivery, Decoction and Oral Administration of Chinese Medicines — Part 4: Requirements for Decoction and Oral Administration of Chinese Medicines.                                                 
	3
	10.00%

	C. Retain the original wording of the national standard. Source: Chinese national standard GB/T 42282—2022 General Requirements for Traditional Chinese Medicine Decocting Centers.                                                                  
	3
	10.00%

	D. Integrate the above content.                                                                           
	14
	46.67%


Written expert comments:
①Soaking for 30 min is insufficient for the vast majority of root and rhizome medicines; the soaking time should be 60 min to 120 min.
②Revise to: “Soak for 20 min to 30 min, add water to 2 cm to 3 cm above the medicine surface, and extend the soaking time when necessary.”
③Revise to: “Medicines to be decocted should first be soaked. The soaking time is generally 20 min to 30 min. However, for medicines with strong water absorbency, the soaking time may be relatively shortened to 15 min. After the medicines have been soaked thoroughly, at the beginning of decoction, the amount of water is generally appropriate when the water surface covers the medicine surface and is approximately 2 cm to 3 cm above the surface of the medicines; for exterior-releasing prescriptions, approximately 1 cm above; for tonifying prescriptions, approximately 3 cm above.”
(3) Special decocting methods
Original wording of the national standard: Medicines requiring decocting first, adding later or dissolving by heating shall be handled according to the physician’s instructions. Medicines requiring decocting first should be decocted for 30 min before the other medicines are added. Medicines requiring adding later should be added 3 min to 5 min before the completion of decoction of the other medicines. Medicines requiring dissolving by heating are usually glues; they should first be broken into pieces and placed in a cup. After the other medicines have been decocted and the dregs removed, the boiling medicinal liquid should be poured into the cup and immediately stirred to dissolve the glue.
Table 43 Option results for special decocting methods
	Option
	Frequency
	Percentage

	A. Where special requirements are indicated, such as decocting first, adding later, decocting separately, dissolving by heating, wrap-decocting, or using decoction as water, operation should be performed according to the requirements or the physician’s instructions. Decocting first: in general, the medicine should be boiled for 30 min before the other medicinal materials, which have been soaked in advance, are added and decocted together. Adding later: the medicine should be added and decocted together for 5 min to 10 min when the medicinal materials in the first decoction are about to reach the predetermined amount. Decocting separately: the medicine should be cut into small thin slices, decocted for approximately 2 h, and the juice collected. Medicines to be stewed separately should be placed in a covered container, cold water, generally about 10 times the amount of the medicine, should be added, and the medicine should be stewed in water. If the original prescription for such medicines is a compound prescription, the decocted or stewed medicinal juice should be mixed uniformly with the medicinal juice decocted from the other medicinal materials in the prescription before divided packaging. For certain special medicines, the decocting or stewing time may be determined according to the characteristics of the medicine, with an appropriate amount of water. Dissolving by heating: after the other medicines have been decocted to the predetermined amount and the dregs removed, the medicine to be dissolved should be placed in the medicinal liquid, decocted over gentle heat and stirred continuously until the medicine is dissolved. Wrap-decocting: the medicine should be placed in a wrap-decocting bag, which is then closed and decocted together with the other medicines. The material of the wrap-decocting bag should meet medicinal requirements, be harmless to the human body, and have a filtering function. Using decoction as water: such medicines should first be decocted for 15 min to 25 min, after which the dregs are removed, the decoction filtered and the juice collected, and then decocted together with the other medicinal materials in the prescription. Source: WFCMS international organization standard SCM 55—2020 Requirements for Prescription, Dispensing, Delivery, Decoction and Oral Administration of Chinese Medicines — Part 4: Requirements for Decoction and Oral Administration of Chinese Medicines.                                                        
	9
	30.00%

	B. Decocting first: in principle, medicines requiring decocting first should first be boiled and decocted for more than 20 min before the other medicines, which have been soaked in advance, are added and decocted together. Decoction pieces requiring decocting first are divided into two categories: 1) mineral, shell, horn and carapace decoction pieces, which may also be decocted as ordinary medicines or by prolonged decoction after crushing; and 2) toxic decoction pieces. Adding later: decoction pieces requiring adding later should be added to the group of medicines for decoction at a certain time before the end of decoction. Medicines requiring adding later are divided into two categories: 1) aromatic decoction pieces containing a large amount of volatile oils, which should be added later during the first decoction; and 2) decoction pieces whose active constituents are easily destroyed by prolonged decoction, which should be added later during the second decoction. Decocting separately or stewing separately: decoction pieces requiring separate decoction or separate stewing are mainly valuable and fine decoction pieces. Medicines to be decocted separately should be cut into thin slices, decocted twice, 1 h each time, and the juice collected. Medicines to be stewed separately should be cut into thin slices, placed in a covered container with cold water added, generally about 10 times the amount of the medicine, stewed in water for 2 h to 3 h, and the juice collected. The decocted or stewed medicinal juice should be mixed with the medicinal juice decocted from the other medicinal materials in the prescription before administration. Dissolving by heating: decoction pieces requiring dissolving by heating are divided into two categories: 1) glue medicines, which are heated and dissolved separately in clean water or yellow rice wine and then mixed into the decoction for administration; alternatively, they may be added to the prepared medicinal liquid and decocted over gentle heat with continuous stirring until dissolved, or made into coarse powder and added to the hot decoction to dissolve; and 2) medicines easily soluble in water, which may be dissolved in the prepared decoction and stirred until dissolved before use. Wrap-decocting: decoction pieces requiring wrap-decocting should be placed in food-grade or medicinal-grade wrap-decocting material and decocted together with the other medicines. The wrap-decocting container should ensure sufficient exchange between the medicinal liquid and the medicine and prevent leakage of the medicine. The material of the wrap-decocting container should comply with the requirements of relevant standards. Such decoction pieces are divided into four categories: 1) decoction pieces containing relatively large amounts of starch or mucilage; 2) decoction pieces that float on the liquid surface or sink to the bottom of the pot; 3) decoction pieces with villi; and 4) decoction pieces that easily make the medicinal liquid turbid. Using decoction as water: the medicinal materials should first be decocted for 15 min to 25 min, after which the dregs are removed, the decoction filtered and the juice collected, and the resulting medicinal liquid is then used to decoct the other medicinal materials in the prescription. Source: group standard T/CACM 1366—2021 Specification for Decoction of Chinese Medicine Decoctions issued by the China Association of Chinese Medicine.                                
	4
	13.33%

	C. Retain the original wording of the national standard.                                                                  
	2
	6.67%

	D. Integrate the above content.                                                                           
	15
	50.00%


Written expert comments:
①Medicines requiring decocting first are generally decocted first for 30 min. For some medicines, depending on dosage, the decocting time should be longer, such as toxic medicines including Fuzi and Wutou, which require a longer decocting time.
②Revise to: “Where special requirements are indicated, such as decocting first, adding later, decocting separately or stewing separately, dissolving by heating, wrap-decocting, or using decoction as water, operation should be performed according to the requirements or the physician’s instructions. Decocting first: in general, the medicine should be boiled for 30 min before the other medicinal materials, which have been soaked in advance, are added and decocted together. Adding later: the medicine should be added 3 min to 5 min before the completion of decoction of the other medicines. Decocting separately: the medicine should be cut into small thin slices, decocted for approximately 2 h, and the juice collected. Stewing separately: the medicine should be placed in a covered container, cold water, generally about 10 times the amount of the medicine, should be added, and the medicine should be stewed in water. If the original prescription for such medicines is a compound prescription, the decocted or stewed medicinal juice should be mixed with the medicinal juice decocted from the other medicinal materials in the prescription before administration. For certain special medicines, the decocting or stewing time may be determined according to the characteristics of the medicine, with an appropriate amount of water. Dissolving by heating: this is divided into two categories: 1) glue medicines, which are heated and dissolved separately in clean water or yellow rice wine and then mixed into the decoction for administration; alternatively, they may be added to the prepared medicinal liquid after decoction and removal of dregs, decocted over gentle heat with continuous stirring until dissolved, or made into coarse powder and added to the hot decoction to dissolve; and 2) medicines easily soluble in water, which may be dissolved in the prepared decoction and stirred until dissolved before use. Wrap-decocting: the medicine should be placed in a wrap-decocting bag, which is then closed and decocted together with the other medicines. The material of the wrap-decocting bag should meet medicinal requirements, be harmless to the human body, and have a filtering function. Using decoction as water: such medicines should first be decocted for 15 min to 25 min, after which the dregs are removed, the decoction filtered and the juice collected, and then decocted together with the other medicinal materials in the prescription.”
（4）Decocting time for different types of prescriptions
Original wording of the national standard: Place the decoction pot with added water over heat. First bring it to a boil over strong heat, and then continue heating over gentle heat. For general prescriptions, decoct over gentle heat for approximately 20 min to 30 min after boiling; for exterior-releasing prescriptions, approximately 10 min to 15 min; and for tonifying prescriptions, approximately 30 min to 40 min. After decoction is completed, remove the pot from the heat. Filter the decocted medicinal liquid through a small medicine sieve into a pre-cleaned bowl or cup.
Table 44 Option results for decocting time for different types of prescriptions
	Option
	Frequency
	Percentage

	A. General medicines should be decocted for another 20 min to 30 min after boiling. Exterior-releasing, heat-clearing and aromatic medicines should not be decocted for a long time, and should be decocted for another 15 min to 20 min after boiling. Tonifying medicines should first be boiled over strong heat, and then decocted slowly over gentle heat for approximately 30 min to 60 min. The decocting time for the second decoction should be slightly shorter than that for the first decoction. During decoction, the medicinal materials should be stirred 2 to 3 times. The implement used to stir the medicinal materials should preferably be a rod made of ceramic, stainless steel or similar materials. After stirring one batch of medicinal materials, the implement should be cleaned before stirring the next batch. Source: WFCMS international organization standard SCM 55—2020 Requirements for Prescription, Dispensing, Delivery, Decoction and Oral Administration of Chinese Medicines — Part 4: Requirements for Decoction and Oral Administration of Chinese Medicines. 
	13
	43.33%

	B. Exterior-releasing, heat-clearing and aromatic medicines should not be decocted for a long time, and should be decocted after boiling for less than 30 min; tonifying medicines should first be boiled over strong heat, and then decocted slowly over gentle heat for more than 30 min. Source: group standard T/CACM 1366—2021 Specification for Decoction of Chinese Medicine Decoctions issued by the China Association of Chinese Medicine.
	1
	3.33%

	C. Retain the original wording of the national standard.                                                                  
	2
	6.67%

	D. Integrate the above content.                                                                           
	14
	46.67%


Written expert comments:
①Exterior-releasing prescriptions: 15 min to 20 min; tonifying prescriptions: 30 min to 60 min; general prescriptions: 20 min to 30 min.
②Revise to: “Place the decoction pot with added water over heat. First bring it to a boil over strong heat, and then continue heating over gentle heat. For general prescriptions, decoct over gentle heat for approximately 20 min to 30 min after boiling. Exterior-releasing, heat-clearing and aromatic medicines should be decocted for another 15 min to 20 min after boiling. Tonifying medicines should first be boiled over strong heat, and then decocted slowly over gentle heat for approximately 30 min to 60 min. The decocting time for the second decoction should be slightly shorter than that for the first decoction. After decoction is completed, remove the pot from the heat. Filter the decocted medicinal liquid through a small medicine sieve into a pre-cleaned bowl or cup.”
（5）Verification of nasogastric tube placement
Original wording of the national standard: When the tube has been inserted to the predetermined length, gastric fluid aspiration may be used; alternatively, a stethoscope may be used to auscultate air insufflation sounds over the stomach, or the distal end of the gastric tube may be placed in a bowl of water to observe that no bubbles escape, in order to determine that the gastric tube is in the stomach. If it is not in the stomach, the tube needs to be reinserted.
Table 45 Option results for verification of nasogastric tube placement
	Option
	Frequency
	Percentage

	A. The preferred method is pH testing of aspirated gastric fluid, with a pH range of 1 to 5.5. X-ray is the gold standard. Other methods include ultrasound and end-tidal CO₂. Source: ASPEN Pediatric Nasogastric Tube Placement and Verification: Best Practice Recommendations From the NOVEL Project.                                
	1
	3.33%

	B. A pH of 1 to 5.5 in aspirated gastric fluid may be used as the preferred test to exclude entry of the gastric tube into the respiratory tract. X-ray is the gold standard. Methods with insufficient safety, such as observing bubbles or the presence or absence of respiratory distress, should be avoided for verification. Source: NHS England Patient safety alert Nasogastric tube misplacement continuing risk of death and severe harm.                       
	2
	6.67%

	C. A pH of 1 to 5.5 in aspirated gastric fluid or X-ray is the only acceptable method for confirming placement. Source: NHS England Patient safety alert on placement devices for nasogastric tube insertion.
	1
	3.33%

	D. pH testing may be used as a first-line method, and radiological confirmation must be ordered by medical personnel to confirm the safe position of the tube. Absence of distress during insertion is not equivalent to correct tube placement. Source: NSW Health Nasogastric and Orogastric Tube Insertion and Management in Neonates.
	0
	0.00%

	E. X-ray is regarded as the gold standard for verifying the position of an NGT. Measuring the acidity or pH of gastric aspirate is the most commonly used evidence-based method for verifying NGT placement. Auscultation is not a reliable method for checking tube placement and should be avoided. If there remains doubt or the position cannot be confirmed by other methods, X-ray may be used to confirm placement. Source: RCH in Australia Nasogastric and Orogastric Tube Insertion and Management.
	2
	6.67%

	F. Retain the original wording of the national standard.                                       
	11
	36.67%

	G. Integrate the above content.                                
	11
	36.67%


Written expert comments:
①Revise to: “When the tube has been inserted to the predetermined length, gastric fluid aspiration may be used; alternatively, a stethoscope may be used to auscultate air insufflation sounds over the stomach, or the distal end of the gastric tube may be placed in a bowl of water to observe that no bubbles escape, in order to determine that the gastric tube is in the stomach. If it is not in the stomach, the tube needs to be reinserted. The preferred method is pH testing of aspirated gastric fluid, with a pH range of 1 to 5.5. X-ray is the gold standard. Other methods include ultrasound and end-tidal CO₂.”
（6）Nasogastric tube placement operation
Original wording of the national standard: 6.2.1 Method for inserting a gastric tube: if insertion is not smooth, check whether the gastric tube is coiled in the mouth, or withdraw the gastric tube slightly and then insert it slowly again.
Table 46 Option results for nasogastric tube placement operation
	Option
	Frequency
	Percentage

	A. If resistance is encountered during insertion of the gastric tube, advancement should be stopped, the gastric tube should be withdrawn by 1 cm to 2 cm, the direction adjusted, and advancement attempted again after slight rotation of the gastric tube. The gastric tube must not be advanced forcibly. Source: NSW Health Nasogastric and Orogastric Tube Insertion and Management in Neonates.                 
	13
	43.33%

	B. Retain the original wording of the national standard.                                                                  
	4
	13.33%

	C. Integrate the above content.                                                                           
	10
	33.33%


Written expert comments:
①Revise to: “If resistance is encountered during insertion of the gastric tube, advancement should be stopped, the gastric tube should be withdrawn by 1 cm to 2 cm, the direction adjusted, and advancement attempted again after slight rotation of the gastric tube. The gastric tube must not be advanced forcibly. If insertion is not smooth during the gastric tube insertion method, check whether the gastric tube is coiled in the mouth, or withdraw the gastric tube slightly and then insert it slowly again.”
（7）Water volume for flushing the gastric tube
Original wording of the national standard: After nasogastric gavage: flush the gastric tube with 10 mL to 20 mL of warm water to prevent medicine remaining in the gastric tube from fermenting or deteriorating, thereby causing gastroenteritis in the patient or blockage of the tube lumen.
Table 47 Option results for water volume for flushing the gastric tube
	Option
	Frequency
	Percentage

	A. Change the water volume for flushing the gastric tube to “3 mL to 5 mL for neonates or 5 mL to 10 mL for pediatric patients is recommended.” Source: RCH in Australia Nasogastric and Orogastric Tube Insertion and Management.    
	12
	40.00%

	B. Retain the original wording of the national standard.                                                                  
	4
	13.33%

	C. Integrate the above content.                                                                           
	12
	40.00%


Written expert comments:
①Retain the range in the national standard, 10 mL to 20 mL, and supplement the stratified recommendation of “3 mL to 5 mL for neonates / 5 mL to 10 mL for pediatric patients”, which is more appropriate for different ages and tube diameters.
②Revise to: “After nasogastric gavage: flush the gastric tube with 10 mL to 20 mL of warm water, 3 mL to 5 mL for neonates and 5 mL to 10 mL for pediatric patients, to prevent medicine remaining in the gastric tube from fermenting or deteriorating, thereby causing gastroenteritis in the patient or blockage of the tube lumen.”
（8）Contraindications for pediatric nasogastric gavage administration of Chinese medicines
Original wording of the national standard: B.2.1 Nasogastric gavage is commonly used for children who cannot take Chinese medicines orally, such as those in coma or with dysphagia, as well as children who have already been intubated due to the needs of their condition. This method should generally not be used for children who can receive oral administration or rectal administration.
Table 48 Option results for contraindications for pediatric nasogastric gavage administration of Chinese medicines
	Option
	Frequency
	Percentage

	A. Absolute contraindications: intestinal failure, for feeding; inability to obtain safe enteral access, namely severe midfacial trauma or skull base fracture. Relative contraindications: coagulation abnormality; esophageal trauma, namely recent ingestion of alkaline substances, due to the risk of esophageal rupture; esophageal varices; esophageal stricture, including recent history of esophageal surgery; esophageal obstruction caused by tumor or foreign body; recent history of gastric perforation or gastric surgery; and recent nasal surgery. Source: RCH in Australia Nasogastric and Orogastric Tube Insertion and Management.   
	6
	20.00%

	B. Retain the original wording of the national standard.                                                                  
	7
	23.33%

	C. Integrate the above content.                                                                           
	15
	50.00%


Written expert comments:
①“If oral administration can be performed safely or rectal administration can be used instead, nasogastric gavage is not recommended.”
②Add the following to “If oral administration can be performed safely or rectal administration can be used instead, nasogastric gavage is not recommended”: “acute significant restriction of the respiratory tract, severe anatomical abnormality of the nasopharynx, or recent nasopharyngeal surgery/trauma and other relative contraindications” as supplementary reminders. Maintain the original framework of TCM indications and contraindications, while referring to relative contraindications for modern pediatric tube placement to strengthen the safety boundaries.
③Revise to: “Nasogastric gavage is commonly used for children who cannot take Chinese medicines orally, such as those in coma or with dysphagia, as well as children who have already been intubated due to the needs of their condition. This method should generally not be used for children who can receive oral administration or rectal administration. Absolute contraindications: intestinal failure, for feeding; inability to obtain safe enteral access, namely severe midfacial trauma or skull base fracture. Relative contraindications: coagulation abnormality; esophageal trauma, namely recent ingestion of alkaline substances, due to the risk of esophageal rupture; esophageal varices; esophageal stricture, including recent history of esophageal surgery; esophageal obstruction caused by tumor or foreign body; recent history of gastric perforation or gastric surgery; and recent nasal surgery.”
（9）Timing for gastric tube replacement
Original wording of the national standard: 6.2.4 Method for tube removal: Children with long-term indwelling gastric tubes generally need replacement once every 7 d. However, the indwelling time of silicone tubes may be extended to 21 d to 30 d, and polyurethane gastric tubes, for which oily lubricants such as liquid paraffin are contraindicated and warm boiled water should be used for lubrication, may be placed for up to two months.
Table 49 Option results for timing for gastric tube replacement
	Option
	Frequency
	Percentage

	A. Refer to the manufacturer’s package guidelines for the recommended replacement time. In the absence of recommendations, all PVC tubes should be routinely replaced every 4 weeks, and polyurethane tubes should be replaced every 8 weeks. Source: RCH in Australia Nasogastric and Orogastric Tube Insertion and Management.                                  
	9
	30.00%

	B. Retain the original wording of the national standard.                                                                  
	5
	16.67%

	C. Integrate the above content.                                                                           
	14
	46.67%


Written expert comments:
①Revise to: “Refer to the manufacturer’s package guidelines for the recommended replacement time. In the absence of recommendations, all PVC tubes should be routinely replaced every 4 weeks, and polyurethane tubes should be replaced every 8 weeks. Children with long-term indwelling gastric tubes generally need replacement once every 7 d. However, the indwelling time of silicone tubes may be extended to 21 d to 30 d, and polyurethane gastric tubes, for which oily lubricants such as liquid paraffin are contraindicated and warm boiled water should be used for lubrication, may be placed for up to two months.”
3.3 Summary of open-ended questions
Table 50 Summary of expert comments on open-ended questions
	Theme
	Expert comments

	Local laws and regulations                                                                         
	1) In Australia, TCM practitioners are not legally permitted to use nasogastric gavage administration.
2) At present, TCM treatment methods in Hong Kong are limited to those “in accordance with principles based on traditional Chinese medicine”.

	Recommendations for additional content
	1) It is recommended that “nasal mucosal administration” be added to the international standard and classified under Internal treatments for children. According to WHO Model Formulary for Children (2010), ISO 11239:2012, and FDA and EMA guidelines, nasal mucosal administration is a route of systemic absorption, and belongs to the category of “internal treatment methods” together with oral administration and rectal administration. For children who cannot take medicines orally, vomit frequently, or require direct action on the local nasal mucosa, this method is safe, rapid and associated with high adherence, and has clinical value and value for international promotion. Please refer to this. Oral administration is the most important method of administration. Dosage for different ages, number of daily administrations, temperature of medicinal liquid, timing of administration and other matters appear to warrant introduction.
2) It is recommended that medication precautions for special populations, such as “preterm infants” and “low-birth-weight infants”, be specified to enhance clinical applicability.
3) It is recommended that a “multilingual terminology comparison table”, such as a Chinese-English comparison table, be added to the annex to facilitate international promotion.
4) Rectal infusion administration and rectoclysis have only definitions and do not include specific methods of use, such as instruments, operating methods, dosage, temperature and contraindications. Only gastric tube administration has detailed standards, so the content appears incomplete.

	Suggestions on English renderings
	1) 中医技术操作规范 儿科 第1部分:小儿内治给药方法: Standards Operating Procedures and Techniques of Traditional Chinese Medicine Pediatrics Part 1: Methods of administration for pediatric internal treatment.
2) 鼻饲法: Nasogastric Tube Insertion Feeding.


IV. Discussion
(1) Practical value and significance for international adaptation of consensus content
The formation of 22 high-consensus items in this survey, with support rates of 53.33% or above, provides core support for the transformation of the national standard into an international standard. Its value is reflected in multidimensional practical adaptability.
At the level of terms and definitions, the new definitions of 8 types of preparations, including tincture and fluidextract, received support from more than 70% of the experts. Among them, the support rate for the definition of fluidextract and extract reached 96.67%. These definitions mainly refer to the Pharmacopoeia of the People’s Republic of China: 2025 Edition, Volume IV. They maintain the professional nature of terminology for Chinese medicine preparations while aligning with the internationally accepted logic for defining preparations, thereby resolving ambiguities in the international dissemination of traditional terminology. For example, the definition of glue specifies classification by source of raw materials, and the definition of pill refines the types of dosage forms, enabling TCM pediatric practitioners worldwide to understand the technical connotation quickly and accurately and laying a foundation for unified clinical operation.
In terms of optimizing the standard framework, the support rates for revising “Scope” and “Normative references”, adding the definition of “enema”, and adding “Bibliography” all exceeded 96%, with two of these items receiving 100% support. This reflects the experts’ general demand for the completeness, traceability and referential value of an international standard. Normative references can strengthen reliable evidence support for the standard, the Bibliography can enhance the credibility of the techniques, and the addition of the definition of “enema” fills a gap in dosage-form coverage in the original standard, thereby making the system of internal administration methods more complete.
In terms of standardizing operational details, consensus was reached on items such as changing the soaking water to “drinking water meeting the hygiene standards of the country concerned” and methods for administering decoctions in pediatrics, including body position and steps. The former takes into account differences in hygiene standards among countries and regions and avoids the ambiguity of the expression “clean water”. The latter directly addresses safety pain points in pediatric administration through differentiated operational recommendations for infants and older children. The emphasized content, such as “avoiding forced administration” and “dose adjustment after vomiting”, is more consistent with the characteristics of pediatric administration.
In addition, for the item on adding standards for decoction utensils, the option “comply with both ISO 18665 (2022) and GB/T 30219—2013 Decocting Machine of Chinese Herbal Medicine” received a support rate of 80%. This choice balances international standards and domestic practice. The ISO standard ensures international generalizability, while the domestic standard corresponds to the mainstream application scenario of Chinese medicine decocting machines. This enables the standard to have international recognition while remaining grounded in actual clinical conditions.
(2) Core disagreements and underlying causes of controversial items
The disagreements concerning the 9 controversial items, with support rates of 50% or below, are not merely technical differences. Rather, they result from the interaction of multiple factors, including regulatory environments, clinical practice scenarios and the special characteristics of pediatric populations. They can be summarized into three core types of contradiction.
1. Traditional operational experience and modern evidence-based medicine
The controversy over decoction-related operations, including utensils, soaking time and water amount, special decocting methods, and decocting time for different types of prescriptions, is essentially a conflict between traditional experience-based operation and modern standardization requirements. Taking decoction utensils as an example, 50% of the experts supported the option “integrate the above content”, but expert comments still differed. Some experts recognized the practicality of stainless-steel pots, considering them corrosion-resistant and easy to operate, while others noted that dissolution of metal ions may affect medicinal efficacy and advocated prioritizing earthenware pots and ceramic pots. This reflects that consensus still needs to be reached between traditional decoction utensils and the increasingly common use of stainless-steel pots and automatic decocting machines in modern clinical practice.
In the controversy over soaking time and water amount, some experts proposed that “root and rhizome medicines require soaking for 60 min to 120 min”, differing from the traditional standard of “approximately 30 min”. This difference reflects the demand for refinement in clinical scenarios. In special decocting methods, controversies concerning the decocting time for toxic Chinese medicines requiring decocting first and the classification of medicines requiring adding later also reflect experts’ requirements for medication safety.
The controversy over verification of nasogastric tube placement reflects the conflict between traditional methods and modern evidence-based techniques. A total of 36.67% of experts supported retaining traditional methods, such as “auscultation of air insufflation sounds” and “observation of bubbles”, while others advocated the modern approach of “pH testing plus X-ray verification”. Traditional methods are simple to operate and low in cost, making them suitable for primary healthcare settings. Modern methods have higher accuracy, but they rely on equipment support, and X-ray examination involves radiation risk. This made it difficult for experts to reach a unified view between practicality and safety.
2. Regional regulatory differences and the general applicability of international standards
The controversies over nasogastric gavage administration and rectal administration mainly concern the contradiction between regional regulatory restrictions on diagnosis and treatment and the universal applicability of an international standard. Experts explicitly noted that “TCM practitioners in Australia are not legally permitted to use nasogastric gavage administration” and that “TCM treatment methods in Hong Kong are limited to those based on the principles of traditional Chinese medicine”. This means that certain administration methods face legal applicability barriers in specific regions. If an international standard includes such methods in a mandatory or prescriptive manner, the standard may be impossible to adopt in relevant regions. If they are completely removed, the completeness of the standard would be affected, and the clinical needs of other regions could not be met.
3. Refined needs of pediatric populations
The controversies over items such as water volume for flushing the gastric tube, timing for gastric tube replacement, and contraindications for pediatric nasogastric gavage administration of Chinese medicines are rooted in the physiological characteristics of children, namely age stratification and large individual differences, which make it difficult for a standardized scheme to cover all scenarios. Taking the water volume for flushing the gastric tube as an example, 30% of experts supported the stratified recommendation of “3 mL to 5 mL for neonates and 5 mL to 10 mL for pediatric patients”, while 30% supported “integrating the original national standard of 10 mL to 20 mL with the stratified recommendation”. The focus of disagreement was whether the volume should be refined by age.
In the controversy over timing for gastric tube replacement, 46.67% of experts supported “integrating the manufacturer’s guidelines with the original national standard”, while 30% supported “following only the manufacturer’s guidelines”. The service life of gastric tubes made from different materials, such as PVC, polyurethane and silicone, differs. Manufacturer’s guidelines are more closely aligned with product performance. However, in clinical practice, children differ in tolerance of gastric tubes and in nursing conditions. Some experts considered that flexible adjustment based on the traditional experience of “replacement every 7 days” is needed. This is particularly practical in primary healthcare settings where product guidelines may be unavailable.
For contraindications for pediatric nasogastric gavage administration of Chinese medicines, 50% of experts supported “integrating the original national standard with modern contraindications”, while 23.33% supported retaining the original national standard. In TCM pediatrics, nasogastric gavage is often used for children in coma or with dysphagia. Such children are often complicated by multiple underlying diseases. Contraindications that are too strict may prevent some children from receiving effective treatment, whereas contraindications that are too loose may increase safety risks.
(3) Value of open-ended questions and directions for standard optimization
The expert comments collected through open-ended questions identified potential gaps in the standard and provided clear directions for subsequent optimization. Their core value is reflected in three dimensions: filling gaps, adapting to international application, and refining special scenarios.
Comments on the international legality of nasogastric gavage administration provided key reference for optimizing the “regional adaptability” of the standard. In addition to Australia, there may be other countries or regions with regulatory restrictions on nasogastric gavage administration by TCM practitioners. If the standard does not clearly specify “regional applicability reminders”, users may face legal risks due to non-compliance. In addition, experts from Hong Kong, China noted that “TCM treatment methods in Hong Kong are limited to those based on the principles of traditional Chinese medicine”. The implementation of nasogastric gavage administration of Chinese medicines and rectal administration of Chinese medicines is also restricted in some regions.
Recommendations for additional content focused on “clinical gaps and international promotion” and have strong practical significance. The recommendation to add “nasal mucosal administration” is based on international guidelines such as those from WHO and ISO and is consistent with international pediatric diagnosis and treatment needs. The recommendation to specify medication precautions for preterm infants and low-birth-weight infants addresses the physiological vulnerability of special pediatric populations and can also improve the clinical applicability of the standard. The recommendation to add a “multilingual terminology comparison table” directly responds to the dissemination needs of international standards and avoids restrictions on dissemination caused by language barriers. The suggestion to consider adding specific operations for rectal infusion administration and rectoclysis may also fill a gap, as the lack of operational details may lead to confusion in clinical implementation.
Suggestions on English renderings reflect detailed demands for the internationalization of terminology. Expert-proposed renderings such as “Standards Operating Procedures and Techniques of Traditional Chinese Medicine Pediatrics Part 1: Methods of administration for pediatric internal treatment” convey the core meaning of the Chinese title and also conform to the naming conventions of international standards, avoiding semantic deviation caused by literal translation. They provide high-quality reference for the development of the English version of the standard.
V. Conclusions and next-step work plan
This questionnaire provided a key basis for revision of the international standard. High-consistency opinions have been formed for some items, which may be directly incorporated into the revised draft. Items with significant disagreement will be submitted to the subsequent expert consultation meeting for focused discussion. Among these items, many experts selected the option “integrate the above content”. The project group plans to integrate the options and written expert comments and propose new wording for discussion by the expert consultation group.
The next stage of work includes: 1) organizing the draft international standard revised on the basis of this questionnaire; 2) supplementing annex content such as Normative references and Bibliography; 3) holding an expert consultation meeting; and 4) completing the draft text of the international standard.
This study provided a scientific basis for transforming the national standard Technical operation specifications of traditional Chinese medicine — Pediatrics — Part 1: Internal treatments into an international standard, and will help form a more rigorous, standardized and internationally recognized technical standard for TCM pediatrics.
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Attachment 2 Minutes of the Expert Consultation Meeting
Meeting time: 3 December 2025, 19:00–21:00
Meeting venue: Nanjing, China, conducted through a combination of offline and online participation
Nature of the meeting: Expert consultation meeting on the transformation of the national standard GB/Z 40893.1—2021 into a World Federation of Chinese Medicine Societies (WFCMS) international standard
Participants:
Project working group: Group leader Wang Shouchuan (Nanjing University of Chinese Medicine) and members of the project groups.
Expert consultation group: Group leader: Ding Ying (Henan University of Chinese Medicine). Members, listed in order of the number of strokes in their surnames: Wan Lisheng (Shenzhen Children’s Hospital), Ma Rong (First Teaching Hospital of Tianjin University of Traditional Chinese Medicine), Wang Youpeng (Second Affiliated Hospital of Heilongjiang University of Chinese Medicine), Wang Lili (Department of International Standards, World Federation of Chinese Medicine Societies), Wang Sumei (Dongfang Hospital, Beijing University of Chinese Medicine), Shi Zhenggang (Gansu University of Chinese Medicine), Liu Jianzhong (Hubei University of Chinese Medicine), Yu Jian’er (Shanghai University of Traditional Chinese Medicine), Xiong Lei (Yunnan University of Chinese Medicine), Zhang Baoqing (Affiliated Hospital of Shandong University of Traditional Chinese Medicine), Yu Jian (Children’s Hospital of Fudan University), and Dai Qigang (Nanjing University of Chinese Medicine).
I. Background of the meeting and basis of work
This expert consultation meeting was a key milestone meeting for the international standard transformation project International standardized manipulations of Chinese medicine Pediatrics Part 1: Internal treatments. To improve meeting efficiency and the scientific validity of decision-making, the project group sent the complete set of consultation meeting materials to all consultation experts before the meeting. These materials included the Summary Report of the Expert Questionnaire Survey for International standardized manipulations of Chinese medicine Pediatrics Part 1: Internal treatments, the Letter for Solicitation of Comments for the Expert Consultation Meeting on International standardized manipulations of Chinese medicine Pediatrics Part 1: Internal treatments, including 9 core controversial items, open-ended questions and integrated recommendations from the project group, and the original national standard text GB/Z 40893.1—2021 Technical operation specifications of traditional Chinese medicine Pediatrics Part 1: Internal treatments.
The meeting adopted a three-stage working model of “pre-meeting correspondence review + in-meeting consultation + post-meeting written confirmation”. Before the meeting, the experts had independently reviewed and preliminarily scored the items based on the contents of the letter for solicitation of comments. During the meeting, focused discussion was conducted on key controversial issues. Within one week after the meeting, before 10 December, the experts returned their written comment letters to the project group mailbox, ensuring that each expert’s final opinions were fully recorded.
These minutes integrate both the on-site discussion records and the written letters for solicitation of comments returned by 13 experts. They systematically summarize the consultation process, expert scoring results, revision recommendations and final resolutions for each controversial item and open-ended recommendation. As an important component of the Explanatory Notes on the Development of the Standard, they are submitted to the Department of International Standards of the World Federation of Chinese Medicine Societies for review
II. Project work report
Professor Wang Shouchuan, project leader, first introduced the background of the project. This transformation work originated from the Chinese national standard issued in 2021. Its core objective is to form a scientifically valid, safe and operable draft international standard through rigorous evidence-based research and international benchmarking, thereby promoting the standardized application of internal administration techniques in TCM pediatrics worldwide.
Zhang Mengyao, secretary of the project group, reported to the experts on the progress of the preliminary work, and, based on the results of the expert questionnaire survey, focused on introducing and explaining the 9 core controversial items and open-ended comments.
III. Resolutions on controversial items
Before the meeting, the experts had received the letter for solicitation of comments, the preliminary summary report of the expert questionnaire survey, and the electronic version of the original national standard, and had carefully reviewed the controversial items and open-ended comments. During the meeting, the experts actively expressed their views. Overall, they affirmed the integrated recommendations proposed by the project working group, and considered that the technical scheme was relatively mature and could serve as the basis for transformation into an international standard. The experts carefully discussed specific clauses and put forward the following consultation opinions.
(1) Item 1: Decoction utensils
1.Original text of the letter for solicitation of comments
(1) National standard
Decoction utensils: earthen jars, pottery jars, porcelain jars, and automatic decocting machines.
(2) Opinion of the project group
Decoction utensils: covered utensils made of materials such as earthenware pots, earthen jars, ceramics, stainless steel, glass and enamel; automatic decocting machines.
2. Expert consultation opinions
(1) Expert consultation result
All 13 experts unanimously agreed (2 points / mandatory), with a support rate of 100%.
(2) Main revision recommendations
Zhang Baoqing: The semicolon may be changed to a comma and “as well as” may be added to make the expression more fluent.
Yu Jian: It is recommended that the description of stainless-steel materials be supplemented, such as “food-grade 304 or 316”.
Ma Rong: Agreed with the above experts’ recommendations on decoction containers, and emphasized that contraindicated containers should be clearly listed, including the prohibition of iron pots, aluminum pots and copper pots.
3. Resolution of the project group
The opinion of the project group was adopted, and the requirements for stainless-steel materials will be further clarified in the finalized text. Contraindicated containers have already been listed separately in the annex. They will not be repeated in the section on decoction utensils, so as to keep the text concise.
(2) Item 2: Soaking time and water amount
1. Original text of the letter for solicitation of comments
(1) National standard
After the medicines have been soaked thoroughly, the water surface should be 2 cm above the surface of the medicines; for exterior-releasing prescriptions, 1 cm above; for tonifying prescriptions, 3 cm above. Soak for 30 min.
(2) Opinion of the project group
Medicines to be decocted should first be soaked. The soaking time is generally not less than 30 min; for exterior-releasing prescriptions, it may be shortened to 20 min, while for tonifying prescriptions, minerals and shell substances, it should be extended to 45 min to 60 min. The amount of water added should preferably be 2 cm to 3 cm above the medicine surface; for exterior-releasing prescriptions, approximately 1 cm to 2 cm above; for tonifying prescriptions, flowers and herbs, and medicines requiring a longer decocting time, approximately 3 cm to 5 cm above. The medicines should be fully soaked through.
2. Expert consultation opinions
(1) Expert consultation result
Three experts, Dai Qigang, Shi Zhenggang and Zhang Baoqing, partially agreed (1 point / optional), and 10 experts fully agreed (2 points / mandatory), with a support rate of 76.9%.
(2) Main revision recommendations
Dai Qigang and Shi Zhenggang: Delete “for exterior-releasing prescriptions, it may be shortened to 20 min”, and revise to “the soaking time is generally not less than 30 min; for tonifying prescriptions, minerals and shell substances, it should be extended to 45 min to 60 min”.
Zhang Baoqing: Agreed with the above experts’ opinions. For exterior-releasing prescriptions, the decocting time may be shortened, but there is no need to shorten the soaking time.
3. Resolution of the project group
The expert opinions were adopted. The parenthetical content “for exterior-releasing prescriptions, it may be shortened to 20 min” in Item 2 will be deleted, and only the explanation on extension for tonifying prescriptions, minerals and shell substances will be retained, making the wording more standardized and consistent.
(3) Item 3: Special decocting methods
1. Original text of the letter for solicitation of comments
(1) National standard
Medicines requiring decocting first, adding later or dissolving by heating shall be handled according to the physician’s instructions. Medicines requiring decocting first should be decocted for 30 min before the other medicines are added. Medicines requiring adding later should be added 3 min to 5 min before the completion of decoction of the other medicines. Medicines requiring dissolving by heating are usually glues. They should first be broken into pieces and placed in a cup. After the other medicines have been decocted and the dregs removed, the boiling medicinal liquid should be poured into the cup and immediately stirred to dissolve the glue.
(2) Opinion of the project group
Where special requirements are indicated, such as decocting first, adding later, decocting separately, dissolving by heating, wrap-decocting, or using decoction as water, the medicines should be handled according to the physician’s instructions or relevant specifications.
Decocting first: mineral, shell, horn and carapace decoction pieces, as well as toxic decoction pieces, should be decocted first for 30 min before the other soaked medicines are added and decocted together.
Adding later: aromatic decoction pieces and decoction pieces containing a large amount of volatile oils should be added 5 min to 10 min before the end of the first decoction. Decoction pieces whose active constituents are easily destroyed by prolonged decoction should be added before the end of the second decoction.
Decocting separately or stewing separately: valuable decoction pieces should be cut into thin slices. Those requiring separate decoction should be decocted twice, 1 h each time, and the juice collected. Those requiring separate stewing should be stewed in water with drinking water added, 10 times the amount of the medicine, for 2 h to 3 h, and the juice collected. The decocted or stewed medicinal juice should be mixed uniformly with the other medicinal juices before administration.
Dissolving by heating: glue medicines should be broken into pieces and decocted over gentle heat in the medicinal liquid after the other medicines have been decocted and the dregs removed, with continuous stirring until dissolved, or heated and dissolved separately in yellow rice wine or drinking water and then mixed into the decoction. Easily soluble medicines may be directly dissolved in the medicinal liquid.
Wrap-decocting: the medicine should be placed in a wrap-decocting bag that meets medicinal requirements, is harmless to the human body, has a filtering function and ensures exchange of medicinal liquid, and then decocted together with the other medicines. Medicines requiring wrap-decocting include decoction pieces containing a large amount of starch or mucilage, those that float or sink to the bottom, those with villi, and those that easily make the medicinal liquid turbid.
Using decoction as water: the medicine should first be decocted for 15 min to 25 min, after which the dregs are removed and the juice collected, and then the resulting decoction is used to decoct the other medicinal materials.
2. Expert consultation opinions
(1) Expert consultation result
Three experts, Dai Qigang, Shi Zhenggang and Liu Jianzhong, partially agreed (1 point / optional), and 10 experts fully agreed (2 points / mandatory), with a support rate of 76.9%.
(2) Main revision recommendations
Dai Qigang: Revise the expression “using decoction as water” to “Using decoction as water: decoct certain Chinese medicines first for 15 min to 25 min, remove the dregs and collect the juice, and use the resulting medicinal juice instead of clean water to decoct the other medicines in the prescription.”
Shi Zhenggang: It is recommended that “toxic decoction pieces” be changed to “Chinese medicines requiring toxicity reduction and efficacy enhancement”.
Yu Jian: It is recommended that the expression “toxic decoction pieces” be revised. Some toxic decoction pieces require decoction for more than 30 min. Consider revising it to “decoct for 30 min or longer according to experience and specifications”, which would provide broader coverage.
3. Resolution of the project group
The revision recommendations were adopted. The expressions for “decocting first”, “toxic decoction pieces” and “using decoction as water” will be revised in combination with the expert recommendations.
(4) Item 4: Decocting time for different types of prescriptions
1. Original text of the letter for solicitation of comments
(1) National standard
Place the decoction pot with added water over heat. First bring it to a boil over strong heat, and then continue heating over gentle heat. For general prescriptions, decoct over gentle heat for approximately 20 min to 30 min after boiling; for exterior-releasing prescriptions, approximately 10 min to 15 min; and for tonifying prescriptions, approximately 30 min to 40 min. After decoction is completed, remove the pot from the heat. Filter the decocted medicinal liquid through a small medicine sieve into a pre-cleaned bowl or cup.
(2) Opinion of the project group
Place the medicines over heat. First bring them to a boil over strong heat, and then continue decocting over gentle heat. General medicines should be decocted for another 20 min to 30 min after boiling. Exterior-releasing, heat-clearing and aromatic medicines should not be decocted for a long time, and should be decocted for another 15 min to 20 min after boiling. Tonifying medicines should first be boiled over strong heat and then decocted slowly over gentle heat for 30 min to 60 min. The decocting time for the second decoction should be slightly shorter than that for the first decoction. During decoction, the medicinal materials should be stirred 2 to 3 times. The stirring implement should preferably be a rod made of ceramic, stainless steel or similar materials. After decoction is completed, remove the pot from the heat and filter the medicinal liquid through a small medicine sieve into a clean container.
2. Expert consultation opinions
(1) Expert consultation result
Four experts, Dai Qigang, Shi Zhenggang, Liu Jianzhong and Zhang Baoqing, partially agreed (1 point / optional), and 9 experts fully agreed (2 points / mandatory), with a support rate of 69.2%.
(2) Main revision recommendations
Dai Qigang: The process description is somewhat cumbersome, and more concise wording is recommended.
Shi Zhenggang: It is recommended that “place the medicines over heat” be changed to “place the decoction pot with added water over heat”.
Wang Lili: It is suggested to consider whether a specific time range can be clearly stated for the second decoction.
Zhang Baoqing: In domestic households at present, stirring implements are mostly bamboo products, such as bamboo chopsticks. The wording should be revised in light of actual practice. If stainless-steel implements are used, it is also recommended to emphasize food-grade stainless steel, and it is not necessarily necessary to specify 304 or 316. It may be revised to: “Stirring implements should preferably include rods made of ceramic, food-grade stainless steel and similar materials, as well as bamboo chopsticks.”
3. Resolution of the project group
The opinion of the project group was basically adopted. The wording will be further refined, bamboo stirring implements will be added, and the specific decocting time for the second decoction will be determined.
(5) Item 5: Verification of nasogastric tube placement
1. Original text of the letter for solicitation of comments
(1) National standard
When the tube has been inserted to the predetermined length, gastric fluid aspiration may be used; alternatively, a stethoscope may be used to auscultate air insufflation sounds over the stomach, or the distal end of the gastric tube may be placed in a bowl of water to observe that no bubbles escape, in order to determine that the gastric tube is in the stomach. If it is not in the stomach, the tube needs to be reinserted.
(2) Opinion of the project group
After the tube has been inserted to the predetermined length, the preferred method is aspiration of gastric fluid for pH testing. A pH value within 1 to 5.5 may confirm that the gastric tube is in the stomach. X-ray examination is the gold standard for verifying position and may be used when necessary for confirmation. If it is confirmed that the tube is not in the stomach, the tube needs to be reinserted. Auscultation of air insufflation sounds, the bubble observation method, and absence of respiratory distress in the patient are not recommended for use alone as confirmation methods. 
2. Expert consultation opinions
(1) Expert consultation result
One expert, Dai Qigang, did not support adoption (0 points / disagree), and 12 experts fully agreed (2 points / mandatory), with a support rate of 92.3%.
(2) Main revision recommendation
Dai Qigang: The method is cumbersome, and it is recommended that the original wording of the national standard be retained.
3. Resolution of the project group
The expert group adopted the opinion of the project group by an overwhelming majority of 92.3%. Therefore, the majority expert opinion of the project group was adopted, which is consistent with international safety guidelines.
(6) Item 6: Nasogastric tube placement operation
1. Original text of the letter for solicitation of comments
(1) National standard
During the gastric tube insertion method, if insertion is not smooth, check whether the gastric tube is coiled in the mouth, or withdraw the gastric tube slightly and then insert it slowly again.
(2) Opinion of the project group
During gastric tube insertion, if insertion is not smooth or resistance is encountered, advancement should be stopped, and whether the gastric tube is coiled in the mouth should be checked. Alternatively, the gastric tube may be withdrawn slightly, by 1 cm to 2 cm, the direction adjusted, and advancement attempted again after slight rotation of the gastric tube. The gastric tube must not be advanced forcibly.
2. Expert consultation opinions
(1) Expert consultation result
One expert, Dai Qigang, did not support adoption (0 points / disagree), and 12 experts fully agreed (2 points / mandatory), with a support rate of 92.3%.
(2) Main revision recommendation
Dai Qigang: Recommended retaining the original wording of the national standard. Operators performing gastric tube insertion should be professionally trained personnel, should have basic skills in nasogastric tube placement operation, and should have the ability to judge whether placement is correct. Excessive detail is unnecessary.
3. Resolution of the project group
The item was adopted by majority. Most experts considered that the international standard needs to clearly specify operational details to ensure operational safety and consistency worldwide. The project group’s refined wording was adopted to ensure operational safety.
(7) Item 7: Water volume for flushing the gastric tube
1. Original text of the letter for solicitation of comments
(1) National standard
After nasogastric gavage: flush the gastric tube with 10 mL to 20 mL of warm water to prevent medicine remaining in the gastric tube from fermenting or deteriorating, thereby causing gastroenteritis in the patient or blockage of the tube lumen.
(2) Opinion of the project group
After nasogastric gavage, the gastric tube needs to be flushed with warm water to prevent medicine remaining in the gastric tube from fermenting or deteriorating, thereby causing gastroenteritis in the child or blockage of the tube lumen. Flush the gastric tube with 10 mL to 20 mL of warm water; for neonates, 3 mL to 5 mL of warm water is recommended.
2. Expert consultation opinions
(1) Expert consultation result
All 13 experts unanimously agreed (2 points / mandatory), with a support rate of 100%.
(2) Main revision recommendation
Dai Qigang: Revise to “for neonates, 3 mL to 5 mL of warm water is recommended”. At the same time, the formatting of “10 mL to 20 mL” and “3 mL to 5 mL” should be unified.
3. Resolution of the project group
The opinion of the project group was adopted, and the symbols and units for numerical ranges will be unified in combination with the expert opinion.
(8) Item 8: Contraindications for pediatric nasogastric gavage administration of Chinese medicines
1. Original text of the letter for solicitation of comments
(1) National standard
Nasogastric gavage is commonly used for children who cannot take Chinese medicines orally, such as those in coma or with dysphagia, as well as children who have already been intubated due to the needs of their condition. This method should generally not be used for children who can receive oral administration or rectal administration.
(2) Opinion of the project group
Nasogastric gavage is commonly used for children who cannot take Chinese medicines orally, such as those in coma or with dysphagia, as well as children who have already been intubated due to the needs of their condition. This method should generally not be used for children who can receive oral administration or rectal administration. Absolute contraindications: intestinal failure, for feeding; inability to obtain safe nasogastric access, namely severe midfacial trauma or skull base fracture. Relative contraindications: coagulation abnormality; esophageal trauma, namely recent ingestion of alkaline substances, due to the risk of esophageal rupture; esophageal varices; esophageal stricture, including recent history of esophageal surgery; esophageal obstruction caused by tumor or foreign body; recent history of gastric perforation or gastric surgery; and recent nasal surgery.
2. Expert consultation opinions
(1) Expert consultation result
One expert, Shi Zhenggang, partially agreed (1 point / optional), and 12 experts fully agreed (2 points / mandatory), with a support rate of 92.3%.
(2) Main revision recommendation
Shi Zhenggang: Revise the wording to “Absolute contraindications: ... severe midfacial trauma, skull base fracture, etc.; relative contraindications: ... recent nasal surgery, etc.” Add “etc.” to make the expression more rigorous.
3. Resolution of the project group
The opinion of the project group was adopted, and Professor Shi Zhenggang’s wording optimization recommendation will be integrated by adding “etc.” at the end of the list of relative contraindications.
(9) Item 9: Timing for gastric tube replacement
1.Original text of the letter for solicitation of comments
(1) National standard
Method for tube removal: Children with long-term indwelling gastric tubes generally need replacement once every 7 d. However, the indwelling time of silicone tubes may be extended to 21 d to 30 d, and polyurethane gastric tubes, for which oily lubricants such as liquid paraffin are contraindicated and warm boiled water should be used for lubrication, may be placed for up to two months.
(2) Opinion of the project group
For children with long-term indwelling gastric tubes, the replacement time should be determined by referring to the manufacturer’s package guidelines. In the absence of manufacturer recommendations, PVC tubes should be replaced once every 4 weeks, silicone tubes once every 21 d to 30 d, polyurethane tubes once every 8 weeks, and other gastric tubes generally once every 7 d. Oily lubricants such as liquid paraffin are contraindicated for polyurethane tubes, and warm boiled water should be used for lubrication.
2. Expert consultation opinions
(1) Expert consultation result
All 13 experts unanimously agreed (2 points / mandatory), with a support rate of 100%.
(2) Main revision recommendation
No specific revision recommendation.
3. Resolution of the project group
The item was unanimously adopted, and the opinion of the project group was adopted.
IV. Expert resolutions on open-ended questions
(1) Question 1: Restrictions under local laws and regulations
1. Original text of the letter for solicitation of comments
(1) Expert opinions from the questionnaire survey
Countries and regions including Australia and Hong Kong, China have regulatory restrictions on nasogastric gavage and rectal administration.
(2) Opinion of the project group
It is recommended that the following explanation be added to the “Foreword” or “Scope” of the standard: “For invasive methods of administration covered in this standard, such as nasogastric gavage, practitioners shall comply with the laws and regulations, as well as the requirements for scope of practice, of the country or region where they practise.”
2. Expert consultation opinions
(1) Expert consultation result
All 13 experts unanimously agreed (2 points / mandatory), with a support rate of 100%.
(2) Main discussion opinions
Yu Jian’er: Emphasized that an international standard is not a national standard and must comply with local laws and regulations.
Wang Youpeng: Pointed out that the transformation of a national standard into an international standard needs to emphasize high safety, strong operability and compliance with local regulations.
Wang Lili: Proposed that the safety of overseas implementation of the standard should be considered at all times.
3. Resolution of the project group
This clause was regarded as a key prerequisite for whether the international standard can be smoothly implemented overseas, and must be clearly stated in a prominent position.
(2) Question 2: Addition of nasal mucosal administration
1. Original text of the letter for solicitation of comments
(1) Expert opinions from the questionnaire survey
Add nasal mucosal administration.
(2) Opinion of the project group
This method is less commonly used in clinical practice of TCM pediatrics, and there is insufficient accumulation of data on operational specifications and safety. It also involves complex technical details such as nasal anatomy, administration devices and absorption mechanisms. It is recommended that this method not be included in this standard at this time, and that it be added during standard revision after clinical application becomes mature and sufficient data have accumulated.
2. Expert consultation opinions
(1) Expert consultation result
All 13 experts unanimously agreed (2 points / mandatory), with a support rate of 100%.
(2) Main discussion opinions
No special discussion opinion.
3. Resolution of the project group
The decision of the project group was maintained. In combination with the expert consultation opinions, inclusion of this item will be deferred.
(3) Question 3: Expansion of specific content on rectal administration methods
1. Original text of the letter for solicitation of comments
(1) Expert opinions from the questionnaire survey
Rectal infusion administration and rectoclysis include only definitions, but lack details on instruments, operation, dosage, temperature and other aspects. It is recommended that the specific content of rectal infusion administration and rectoclysis be expanded.
(2) Opinion of the project group
Sections 7.2.1 and 7.2.2 of the original national standard already include operating methods. No substantial addition of new clauses is planned.
2. Expert consultation opinions
(1) Expert consultation result
All 13 experts unanimously agreed (2 points / mandatory), with a support rate of 100%.
(2) Main discussion opinions
No special discussion opinion.
3. Resolution of the project group
The opinion of the project group was maintained. In combination with the expert consultation result, the existing content will be retained.
(4) Question 4: Addition of precautions for medication administration in preterm infants and low-birth-weight infants
1. Original text of the letter for solicitation of comments
(1) Expert opinions from the questionnaire survey
Add precautions for medication administration in special populations such as preterm infants and low-birth-weight infants.
(2) Opinion of the project group
It is recommended that appropriate notes be added to the relevant administration-method items, while maintaining the overall conciseness of the standard, and that a separate annex not be established.
2. Expert consultation opinions
(1) Expert consultation result
All 13 experts unanimously agreed (2 points / mandatory), with a support rate of 100%.
(2) Main discussion opinions
No special discussion opinion. 
3. Resolution of the project group
Precautions for special populations such as preterm infants and low-birth-weight infants will be added to the relevant items, while maintaining the conciseness of the standard.
(5) Question 5: Addition of a multilingual terminology comparison table
1. Original text of the letter for solicitation of comments
(1) Expert opinions from the questionnaire survey
Add a multilingual terminology comparison table, such as a Chinese-English comparison table.
(2) Opinion of the project group
The definitions section of this standard already includes Chinese-English correspondence, and the full English translation will be provided during the solicitation-of-comments stage. This is sufficient to meet the needs of international readers for understanding, and it is not necessary to add a separate comparison table.
2. Expert consultation opinions
(1) Expert consultation result
All 13 experts unanimously agreed (2 points / mandatory), with a support rate of 100%.
(2) Main discussion opinions
No special discussion opinion.
3. Resolution of the project group
No separate comparison table will be added. A full English translation will be provided at a later stage, and the accuracy of the bilingual correspondence in the terms and definitions section will be ensured.
(6) Question 6: Standardization of English renderings
1. Original text of the letter for solicitation of comments
(1) Expert opinions from the questionnaire survey
Standard title: Standards Operating Procedures and Techniques of Traditional Chinese Medicine Pediatrics Part 1: Methods of administration for pediatric internal treatment
Rendering of “鼻饲法”: Nasogastric Tube Insertion Feeding
(2) Opinion of the project group
The English title of the standard shall adopt the English title in the Notice of Project Approval for International Organization Standards of the World Federation of Chinese Medicine Societies. The above rendering of “鼻饲法” will be adopted, but it must undergo professional review to ensure accuracy and academic standardization. 
2. Expert consultation opinions
(1) Expert consultation result
One expert, Dai Qigang, partially agreed (1 point / optional), and 12 experts fully agreed (2 points / mandatory), with a support rate of 92.3%.
(2) Main discussion opinion
Dai Qigang: Recommended changing “Traditional Chinese Medicine Pediatrics” to “Pediatrics in Chinese Medicine”. 
3. Resolution of the project group
In combination with the opinions of the questionnaire-survey experts and the expert consultation meeting, the recommendation was adopted and optimized. The English title shall adopt the title used in the Notice of Project Approval for International Organization Standards of the World Federation of Chinese Medicine Societies. The English translation must be reviewed by the Department of International Standards of the World Federation of Chinese Medicine Societies.
V. Comprehensive revision comments on the full text
In addition to the common issues concerning the items above, the experts put forward the following comprehensive comments during the consultation meeting and in the letters for solicitation of comments.
1. Unification of terminology and expression
(1) Expert discussion opinions
Professor Shi Zhenggang proposed that terms such as “physician”, “doctor” and “operator” should be unified with other concurrent transformation projects. He also recommended that the writing style for units of time in the standard be unified, for example by using English abbreviations such as “min” and “h”. Professor Ma Rong, Professor Ding Ying and Director Wang Lili proposed that age expressions should avoid localized terms such as “toddler” and “infant”, and should instead use internationally accepted numerical expressions, such as “over 1 year of age”.
(2) Resolution of the project group
The expert recommendations were adopted. The full text will undergo unified review. The project group will hold a coordination meeting among the five projects to handle common terminology issues in a unified manner and coordinate terminology consistency among the concurrent international standard transformation projects in pediatrics.
2. Definition of Chinese medicine granules
(1) Expert discussion opinion
Professor Ma Rong pointed out that Chinese medicine formula granules are widely used as a modern dosage form, and raised the question of whether they should be listed separately in the standard.
(2) Resolution of the project group
They will not be listed separately. A note will be added to the definition of “granules” to clarify that, in this standard, “granules” include Chinese medicine compound granules and Chinese medicine formula granules.
3. Safety issues concerning dosage forms
(1) Expert discussion opinions
Professor Ma Rong noted that the “Note” under tablets includes sustained-release tablets and controlled-release tablets, but such distinctions are not commonly used at present for tablets prepared from Chinese medicines, and recommended deletion. In clinical practice, improper use of effervescent tablets in children carries safety risks. Therefore, use of effervescent tablets in children is not recommended, and a warning that “effervescent tablets are not recommended for children” may be added. Capsules are not recommended for direct administration to children under 6 years of age. In addition, some capsules used clinically are enteric-coated capsules and should not be opened for administration; an explanation should be added.
(2) Resolution of the project group
All recommendations were adopted. The corresponding items will be revised, content on sustained-release tablets and controlled-release tablets will be deleted, a warning on use of effervescent tablets will be added, and the explanation on capsules will be clarified. 
4. Streamlining of standard wording
(1) Expert discussion opinions
Xiong Lei and Dai Qigang proposed that the standard should be concise and avoid unnecessary detail, and that wording should be streamlined while ensuring operability.
(2) Resolution of the project group
The project group will review and check the full text, delete repetitive descriptions, and streamline the wording as far as possible while ensuring refined operational guidance.
5. Optimization of the expert information form
(1) Expert discussion opinions
Professor Ma Rong proposed distinguishing between “educational background” and “degree”, and clarifying the difference between the two. It was recommended that professional titles be unified. For experts mainly engaged in clinical work, only clinical professional titles such as Chief Physician and Associate Chief Physician should be filled in; for experts mainly engaged in basic research, titles such as Professor and Associate Professor should be used.
(2) Resolution of the project group
The Expert Information Form template will be revised, and the standards for filling in professional titles will be standardized. Statistics on professional titles will cover only domestic experts. For domestic experts, “professional title” will be classified as junior, intermediate, associate senior and senior, without further distinguishing between physician and teacher series. For overseas experts, the original professional-title descriptions will be retained and counted separately by category.
VI. Special summary of safety issues
In this meeting, safety was both the core concern of expert consultation and the bottom line that must be upheld in the transformation into an international standard. The expert group conducted a systematic safety review of the draft standard from four dimensions: operational safety, medication safety, instrument safety and protection of special populations, and formed the following consensus.
(1) Operational safety
In the voting on the letter for solicitation of comments, the resolutions on optimizing the method for gastric tube placement verification and refining the tube insertion operation process received expert support rates of 92.3%, respectively, demonstrating a high level of recognition for strengthening operational safety. The meeting resolution emphasized that standardized description of the operating process is key to ensuring operational consistency worldwide and reducing clinical risks, and that each operational step must have clear guidance. In addition, the expert group specifically pointed out that all invasive procedures must be performed by professional physicians with corresponding practice qualifications, which is the basic prerequisite for operational safety.
(2) Medication safety
The experts particularly pointed out that the expression “toxic decoction pieces” should be revised. Some toxic decoction pieces require decoction for more than 30 min. Changing the wording to “decoct for 30 min or longer according to experience and specifications” can guide operators to adjust decocting time according to the specific medicine and ensure medication safety. The meeting also adopted recommendations such as prohibiting capsule administration in children under 6 years of age, adding pediatric warnings for effervescent tablets, and specifying that enteric-coated capsules must not be opened. These recommendations are based on children’s physiological characteristics and the characteristics of pharmaceutical dosage forms, and are intended to prevent risks such as inaccurate dosage, local irritation and choking. In addition, the experts emphasized that iron, aluminum, copper and other metal utensils must not be used for decoction, in order to avoid reactions between metal ions and medicinal constituents that may affect medicinal efficacy or produce toxic substances. This is an important safeguard for the safety of decocting Chinese medicines.
(3) Instrument safety
The expert group required that, for “stainless-steel” decoction utensils, the material standard of “food-grade” should be emphasized to ensure instrument safety. The expert group emphasized that the material of decoction utensils must clearly meet food-grade standards, and unanimously supported the resolution on standardizing utensil materials in the letter for solicitation of comments. The meeting unanimously agreed that the safety of utensil materials directly affects medicinal effectiveness and the health of children, and must therefore be strictly limited. In the letter for solicitation of comments, for medical devices such as gastric tubes, the experts agreed with “referring to the manufacturer’s guidelines”, and required clarification of the replacement cycles of different materials and restrictions on the use of lubricants, thereby integrating material science with clinical safety practice.
(4) Protection of special populations
The letter for solicitation of comments unanimously approved the resolution to add notes on special populations such as preterm infants and low-birth-weight infants to the relevant items. The expert group considered that dosage, administration route and administration speed for special populations must be significantly differentiated from those for full-term infants; otherwise, risks such as overdose and tissue injury may easily occur. This reflects the implementation of the concept of precision medicine in the international standard.
In addition, the expert group specifically recommended that age expressions for children should use internationally accepted numerical age ranges, such as “over 1 year of age” and “over 6 years of age”, rather than traditional medical stage terms such as “toddler” and “school-age child”. This is consistent with the universal requirements of an international standard for children worldwide, and also enables medical personnel to identify the applicable population quickly and intuitively, avoiding medication errors caused by cultural differences or differences in understanding. It is an important measure for ensuring medication safety in pediatrics.
(5) Regulatory compliance
Compliance with local laws and regulations was regarded by the expert group as a prerequisite for operational safety, rather than an administrative requirement independent of technical considerations. Professor Yu Jian’er, Professor Wang Youpeng and Director Wang Lili particularly emphasized that operations that do not comply with laws and regulations are unsafe even if they are technically correct, and may lead to risks such as legal liability and loss of practice qualifications. Therefore, the meeting unanimously approved adding a statement on regulatory restrictions in a prominent position in the standard, establishing the implementation principle for the international standard that “safety is based on compliance”.
The project group undertakes that all the above safety resolutions will be implemented as a priority in the revision of the standard, so as to ensure that this standard becomes a safe operational specification for internal administration in TCM pediatrics worldwide.
VII. Follow-up work arrangements
(1) Joint coordination: A coordination meeting for concurrent transformation projects will be held before 15 December 2025 to unify common terminology issues.
(2) Document revision: The project group will complete the revision of the draft standard before 22 December 2025 and form the draft standard, initial draft.
(3) Summary comparison table: During document revision, the Comparison Table of Standard Revisions will be completed simultaneously, marking the revised content and reasons item by item.
(4) Drafting of explanatory notes: The project group will complete the Explanatory Notes on the Development of the Standard before 25 December 2025, explaining in detail the development process of this standard, and attach the relevant documents.
(5) Submission of materials: Before 31 December 2025, the Draft Standard, Explanatory Notes on the Development of the Standard and Comparison Table of Standard Revisions will be submitted together to the Department of International Standards of WFCMS.
VIII. Statement
This document comprehensively records the technical resolutions of the expert consultation meeting held on 3 December 2025. All revision comments are based on expert scoring and written feedback, with no omissions or alterations. The project group expresses sincere gratitude to the participating experts for their professional contributions and undertakes to strictly implement the meeting resolutions and complete the international standard transformation task to a high standard.
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Attachment 3 Summary of Review by the Expert Advisory Group
In accordance with the procedural requirements of the World Federation of Chinese Medicine Societies for the development of international organization standards, the project International standardized manipulations of Chinese medicine Pediatrics Part 1: Internal treatments completed the expert questionnaire survey and expert consultation meeting, formed the review draft for the expert advisory group together with supporting materials such as the Explanatory Notes on the Development of the Standard, and submitted them to the expert advisory group for review.
Professor Ding Ying, leader of the expert advisory group for this project, is a Master of Traditional Chinese Medicine and President of the Pediatrics Branch of the China Ethnic Medicine Association. Professors Ma Rong and Xiong Lei are Qihuang Scholars and former chairpersons of the 6th to 9th Councils of the Pediatrics Branch of the China Association of Chinese Medicine. Professor Yu Jian is Chairperson of the Pediatrics Branch of the Chinese Association of Integrative Medicine. Most of the other experts are incumbent Vice Presidents of the Pediatrics Specialty Committee of the World Federation of Chinese Medicine Societies or Vice Chairpersons of the Pediatrics Branch of the China Association of Chinese Medicine. Within the prescribed time, the project working group sent documents including the draft standard, comparison table of revisions to the standard, and Explanatory Notes on the Development of the Standard to the members of the expert advisory group, requesting that the experts provide review comments on aspects including the positioning of the standard, technical boundaries, clause wording and international applicability. The experts submitted written comments on the standard.
Table: Solicitation of review comments from the expert advisory group for International standardized manipulations of Chinese medicine Pediatrics Part 1: Internal treatments
	No.
	Organization solicited
	Expert
	Whether comments were returned

	1
	First Affiliated Hospital of Henan University of Chinese Medicine
	Ding Ying
	Returned

	2
	Shenzhen Children’s Hospital
	Wan Lisheng
	Returned

	3
	First Teaching Hospital of Tianjin University of Traditional Chinese Medicine
	Ma Rong
	Returned

	4
	Second Affiliated Hospital of Heilongjiang University of Chinese Medicine
	Wang Youpeng
	Returned

	5
	Department of International Standards, World Federation of Chinese Medicine Societies
	Wang Lili
	Returned

	6
	Dongfang Hospital, Beijing University of Chinese Medicine
	Wang Sumei
	Returned

	7
	Gansu University of Chinese Medicine
	Shi Zhenggang
	Returned

	8
	Hubei University of Chinese Medicine
	Liu Jianzhong
	Returned

	9
	Shanghai University of Traditional Chinese Medicine
	Yu Jian’er
	Returned

	10
	Yunnan University of Chinese Medicine
	Xiong Lei
	Returned

	11
	Affiliated Hospital of Shandong University of Traditional Chinese Medicine
	Zhang Baoqing
	Returned

	12
	Children’s Hospital of Fudan University
	Yu Jian
	Returned

	13
	Nanjing University of Chinese Medicine
	Dai Qigang
	Returned


The comments put forward by the experts were mainly concentrated in the following aspects: first, the standardization and consistency of wording in individual clauses; second, safety reminders for certain technical clauses in international application; and third, further clarification of the scope of application and recommended nature of the standard.
The project working group analyzed and discussed all comments fed back by the expert advisory group and, on this basis, further completed revision of the draft.
Project Working Group for International standardized manipulations of Chinese medicine Pediatrics Part 1: Internal treatments
22 December 2025
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