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前  言

本标准为评估涉及人的生物医学研究伦理审查体系而制定，规定了伦理审查体系的基本要求和评估要素。
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引  言
目前，许多医疗卫生机构尚未建立涉及人的生物医学研究伦理审查体系相关的组织管理体系。同时，已成立的伦理委员会在经验、培训、机构支持、人力和经费资源、审查能力等方面存在较大的差别。为帮助建立高质量的伦理审查体系，提高伦理审查的水平与能力，特制定伦理审查体系的评估标准，为伦理审查体系的质量评估提供原则和依据。
伦理审查体系包括医疗卫生组织机构（如临床医疗卫生机构、科研院所、高等院校等）、伦理委员会、伦理委员会办公室、研究科室与研究人员等四个方面。在这个体系框架中，各相关部门和人员遵循相关法律、法规和指南，相互协作，以达到一个高质量的伦理审查和受试者保护的目标。

本标准参考了相关法规、指南和标准，兼顾中医药临床研究伦理审查的特点。标准的基本原则是促进伦理审查质量和受试者保护的持续改进。

本标准适用于指导有关当局或其授权机构对伦理审查体系的评估；也适用于指导有关机构基于本标准建设伦理审查的管理体系，制定管理制度和操作程序，建立质量管理指标，明确相关部门和人员的职责，改进工作流程。
伦理审查体系评估标准

1 范围

本标准规定了伦理审查体系评估基本要求和衡量要素。
本标准适用于医疗卫生组织机构的伦理审查体系的评估。
2 规范性引用文件

下列文件对于本文件的应用时必不可少的。凡是祝日期的引用文件，仅注日期的版本适用于本文件。凡是不注日期的引用文件，其最新版本（包括所有的修改单）适用于本文件。
中国.中华人民共和国执业医师法，1998
中国.中华人民共和国药品管理法，2001
中国.卫生部：涉及人的生物医学研究伦理审查办法（试行），2007
中国.国家中医药管理局：中医药临床研究伦理审查管理规范，2010
中国.国家食品药品监督管理局：药物临床试验质量管理规范，2003
中国.国家食品药品监督管理局：药物临床试验伦理审查工作指导原则，2010

Expert Working Group. ICH E6：Guideline for good clinical practice，1996

WMA：Declaration of Helsinki, Ethical Principles for Medical Research Involving Human Subjects，2008

CIOMS：International Ethical Guidelines for Biomedical Research Involving Human Subjects，2002

AAHRPP（Association for the Accreditation of Human Research Protection Programs, Inc）：AAHRPP Accreditation Standards，2009

WHO/EDM/TRM：General Guidelines for Methodologies on Research and Evaluation of Traditional Medicine，2000

UNICEF/UNDP/World Bank/WHO/TDR：Operational Guidance: Information Needed to Support Clinical Trials of Herbal Products，2005
WHO：Standards and Operational Guidance for Ethics Review of Health-related Research with Human Participants，2011
3 术语和定义

下列术语和定义适用于本文件。

3.1 伦理审查体系
是指开展涉及人的生物医学研究的医疗卫生组织机构依据研究伦理相关的法规、政策和指南建立的，由医疗卫生组织机构（如临床医疗卫生机构、科研院所、高等院校等）、伦理委员会、伦理委员会办公室、研究科室与研究人员等四个方面组成的体系。在这个体系框架中，各相关部门和人员遵循相关法律、法规和指南，相互协作，以达到一个高质量的伦理审查和受试者保护的目标。
3.2 伦理委员会

伦理委员会：由医学专业人员、法律专家及非医务人员组成的独立组织，其职责为核查临床试验方案及附件是否合乎道德，并为之提供公众保证，确保受试者的安全、健康和权益受到保护。该委员会的组成和一切活动不应受临床试验组织和实施者的干扰或影响。
3.3 受试者
受试者：参加生物医学研究的个人，可以作为试验组、或对照组、或观察组，包括健康自愿者，或是与试验目标人群无直接相关性的自愿参加者，或是来自试验用药所针对的患病人群。
3.4 标准操作规程
标准操作规程：为确保实施的一致性从而达到特定目的而制定的详细的书面操作说明。
3.5 利益冲突

利益冲突：当伦理委员会委员因与所审查的试验项目之间存在相关利益，因而影响他/她从保护受试者的角度出发，对试验作出公正独立的审查。利益冲突的产生常见于伦理委员会委员与审查项目之间存在经济上、物质上、机构以及社会关系方面的利益关系。
3.6 知情同意
知情同意：指向受试者告知一项试验的各方面情况后，受试者自愿确认其同意参加该项临床试验的过程，须以签名和注明日期的知情同意书作为文件证明。
3.7 知情同意书
知情同意书：是每位受试者表示自愿参加某一试验的文件证明。研究者需向受试者说明试验性质、试验目的、可能的受益和风险、可供选用的其他治疗方法以及符合《赫尔辛基宣言》规定的受试者的权利和义务等，使受试者充分了解后表达其同意。
3.8 最小风险
最小风险：指试验中预期风险的可能性和程度不大于日常生活、或进行常规体格检查或心理测试的风险。
3.9 多中心临床试验
　　多中心临床试验：遵循同一方案，在多个试验中心，分别由多名研究者负责实施完成的临床试验。
4 伦理审查体系基本要求

4.1 医疗卫生组织机构基本要求

4.1.1 伦理审查体系的组织管理。医疗卫生组织机构应根据相关法律、法规和指南，负责建立伦理审查体系，明确相关部门与人员职责，保证本机构承担的以及在本机构内实施的所有涉及人的生物医学研究项目都提交伦理审查，保护受试者，并对伦理审查体系的运行和审查质量提供支持和相应的管理。

4.1.2 伦理委员会的管理。组织机构应根据相关法律、法规和指南，批准伦理委员会章程，并按章程规定，负责伦理委员会的组建与换届，为伦理委员会提供所需的资源，有机制保证伦理委员会工作的独立性和透明性。

4.2 伦理委员会基本要求

4.2.1 审查。伦理委员会应依据相关法律、法规和指南的伦理准则进行审查。

4.2.2 决定程序。伦理委员会应按照会议审查的流程，对研究项目所涉及的伦理问题经过充分讨论后，以投票的方式作出决定。

4.3 伦理委员会办公室基本要求

4.3.1 管理制度、指南与标准操作规程。伦理委员会办公室应根据组织机构批准的伦理委员会章程，按规定的程序，组织制定、颁布并执行伦理委员会的管理制度、指南与标准操作规程；依据对伦理委员会工作情况的评估，定期审核相关制度、指南与标准操作规程，必要时加以修改完善。

4.3.2 文件档案与信息管理。文件档案应管理有序，采取良好的安全措施以满足保密的要求；伦理委员会的文件档案可以是纸质文件或电子文件，或两者兼有。

4.4 临床专业科室和研究人员基本要求
4.4.1 受试者保护。研究者应将受试者的权益、健康和安全作为研究的首要关注问题。

4.4.2 研究实施。研究者应遵循法规，遵循方案开展研究。

5 伦理审查体系评估要素

5.1 医疗卫生组织机构评估要素

5.1.1 伦理审查体系组织管理

5.1.1.1 组织领导

a) 组织机构应指定1名院级领导分管伦理审查体系建设与管理工作。

b) 分管领导在院务会/校务会的支持下，协调相关管理部门、研究部门和伦理委员会的管理制度与操作程序的合规性，以及各部门执行的一致性。

c) 组织机构应为伦理审查体系高质量的运行和管理提供必要的资源和条件。

5.1.1.2 研究项目管理

a) 应明确研究管理部门（如科研管理部门、药物临床试验机构办公室等）在受试者保护和研究监管中的职责。

b) 制度规定本机构承担的，以及在本机构内实施的所有涉及人的生物医学研究项目（包括利用人的信息和生物标本的研究）都应向伦理委员会提交初始审查、跟踪审查和复审。

c) 制度规定应获取受试者或其法定代理人的知情同意；免除知情同意应获得伦理委员会的批准。

d) 制度规定研究人员应具备相应的执业资格，并经过GCP和受试者保护的培训，研究利益冲突的培训。

e) 制度规定以人为对象的前瞻性、干预性临床研究，在招募首例受试者之前应完成临床研究注册。

f) 制度规定研究人员应遵循伦理委员会批准的方案开展研究。

g) 应制定相应的操作程序以保证有关受试者保护的管理规定的有效执行。

h) 对违反伦理原则与诚信原则的研究行为应有相应的管理与处理规定。

5.1.1.3 研究利益冲突管理
a) 应明确研究利益冲突管理的部门及其职责。
b) 应制定颁布研究利益冲突管理制度，明确界定和管理与研究相关的组织机构、伦理委员会委员和研究人员的研究利益冲突。
c) 应制定相应的操作程序以有效执行研究利益冲突的管理规定，组织机构管理者、伦理委员会委员、研究人员的研究利益冲突能够在适当的环节声明，并得到相应的审查和处理。
d) 对违反研究利益冲突政策者应有相应的调查与处理规定。
5.1.1.4 研究合同管理

a) 制定颁布研究合同管理制度，应明确规定研究合同的起草、审核和签署的责任部门/责任者。
b) 应明确规定研究合同应列明受试者保护的相关条款，如严重不良事件的报告与医疗处理的责任者，出现研究相关损害时受试者的治疗费用与经济补偿的责任者；研究过程中，发现任何直接影响受试者健康或安全的信息，应向研究者、研究机构、伦理委员会和受试者通报。
c) 应制定相应的操作程序以保证研究合同管理规定的有效执行，如制定研究合同模板，制定研究合同审核要素和要点的清单。

5.1.1.5 经费管理

a) 应由计财部门负责研究经费和伦理审查经费的管理，研究项目的申办者/组织者不能直接向研究人员和伦理委员会支付研究经费与伦理审查费。
b) 应依法制定颁布相关财务管理规定，明确规定并公开伦理审查的项目收费标准，审查劳务费的支出标准。
c) 研究经费预算应包括伦理审查费，免费提供给受试者的医疗和理化检查项目的费用等。
5.1.1.6 培训管理
a) 应明确培训的管理部门和职责，制定颁布培训管理制度。
b) 管理人员、伦理委员会委员和研究人员都应接受基础培训。基础培训内容包括GCP，受试者保护和研究利益冲突管理。

c) 管理人员、伦理委员会委员和研究人员还应接受针对性的培训，如相关的法律法规政策和指南，机构的管理制度与操作规程，基本的研究设计与方法，伦理审查程序，研究主要伦理问题审查要素，不同研究设计类型（实验性研究、观察性研究等）和伦理审查类别（初始审查、跟踪审查、复审）的主要伦理问题考量等。
d) 伦理委员会委员都必须经过基础培训和伦理审查的培训，每年都应参加相关的培训项目。
e) 培训的责任管理部门应制定年度培训计划和经费预算，并做好培训记录。
5.1.1.7 与受试者的沟通交流
a) 应明确与受试者沟通交流的相关责任部门。
b) 应制定对受试者抱怨或诉求的受理和处理操作程序。
c) 应明确对受试者的诉求进行评估的机制，以改进研究和伦理审查体系运行的质量。
5.1.1.8 质量管理

a) 应设立独立的质量管理部门。
b) 应采用事先制定的检查清单，定期（每年至少1次）评估本机构研究伦理审查体系相关的管理部门、研究部门和伦理委员会对法律、法规和指南的依从性，对组织机构政策/规章制度、程序的依从性。质量管理部门应及时向伦理审查体系相关部门反馈检查评估结果，并对其改进报告进行跟踪评估；必要时建议修订相关制度与操作程序，以改进伦理审查体系运行的质量。
c) 应制定各相关部门对所发现问题的沟通、协调与处理的机制。
d) 伦理委员会应接受卫生行政部门、药品监督管理部门的监督管理，有条件的可接受独立的第三方质量评估。
5.1.2 伦理委员会管理

5.1.2.1 伦理委员会的组建与换届
a） 应依法制定颁布伦理委员会章程，章程应包括以下的内容：伦理委员会的隶属机构，组织架构与组织管理；委员与主席的产生与任命程序，委员任期、换届、免职、辞职与替换的程序，以及任命条件；伦理委员会的审查运行，如审查方式、法定人数、决定的票数、利益冲突管理。
b） 可根据本机构伦理审查的范围和审查项目的数量，确定伦理委员会的组织架构与职责。机构内可设立多个伦理委员会或分会，一个总体负责的办公室。

c） 可设置伦理委员会（行政）主任，负责伦理委员会和办公室的行政管理工作，明确伦理委员会主任的行政隶属关系，规定伦理委员会主任、秘书的产生与任命程序。

d） 应按照章程规定组建伦理委员会。按照伦理委员会的任期，并考虑伦理委员会工作的连续性、审查能力的发展以及委员的专业类别进行换届；每次换届应有一定比例的委员轮换。任命文件应递交政府相关管理部门备案。

e） 伦理委员会组成的人员类别应符合相关法规。科学背景委员的专业应与其所审查项目的性质相适应。审查中医药临床研究项目的伦理委员会，应有中医药专业的委员。外单位委员应来自研究项目的资助、申办、组织与实施单位之外的机构。
5.1.2.2 伦理委员会的资源
a) 组织机构应任命与高质量工作需求相适应的、足够数量的伦理委员会秘书与工作人员，有明确的职责分工，并经过充分的培训，能够胜任其工作。
b) 组织机构应为伦理委员会提供能满足其有效履行职责的办公经费，审查劳务经费的补偿机制，并列入预算管理。
c) 伦理委员会办公室的面积与设备（计算机、网络、电话、传真、扫描仪、碎纸机等）应能满足其工作的需求。
d) 档案室应能够满足伦理委员会档案文件保管的需要，并保证档案文件的安全和机密。
e) 会议室面积与设备（投影、扩音）应能够满足审查会议的需要。
f) 可采用符合法规与伦理指南要求的计算机应用软件，对研究项目的送审、审查、传达决定以及跟踪审查的信息进行管理。
5.1.2.3 伦理委员会工作的独立性

a) 组织的独立性：伦理委员会章程应规定，伦理委员会至少有1名委员与审查项目的组织者和实施机构不存在隶属关系；组织机构的法定代表人/研究机构主任，以及组织机构的上级行政主管部门成员不宜兼任伦理委员会主任和委员。
b) 运行的独立性：会议程序应规定，研究项目的申请人（研究者、申办者和资助者）可以参加会议回答委员提问，但应退出审查的讨论和决定环节。与研究项目有利益冲突的委员应在审查开始前主动声明，并退出审查的讨论、决定程序。
5.1.2.4 伦理委员会工作的透明性

a) 研究者应有渠道与伦理委员会委员讨论审查决定或其他问题。
b) 通过临床试验注册，以及网站、公告栏、新闻报道等方式，公众应能够获知伦理审查的程序，批准研究的标准，以及本机构伦理委员会审查研究项目的决定（保密信息除外），包括批准、提前中止、不批准的研究项目，获得的研究成果。
5.2 伦理委员会评估要素

5.2.1 审查

5.2.1.1 一般规则

a) 应列明审查所依据的法律、法规和指南。

b) 研究者和公众应能够容易地获取这些法律、法规和指南。

c) 伦理审查工作表应体现相关的伦理审查要素和审查要点。

d) 对各种资助来源、研究设计类型的项目，应采用同一标准进行审查。

5.2.1.2 审查要素
5.2.1.2.1 初始审查

a) 研究的设计与实施：符合公认的科学原理，有相关的科学文献、实验室研究作为依据，中医药研究还需注意中药材的产地和质量可能影响中医传统临床经验的可重复性，现代中药制剂可能影响中医传统临床经验的可利用性；研究方法合乎研究目的并适用于研究领域；研究机构的设施设备和条件，研究者的专业特长、资格、能力、参加研究的时间，以及人员配备等能满足安全有效地进行研究的项目要求。
b) 风险与受益：研究风险的种类（身体、心理、社会、经济）、程度及其影响因素，研究风险对受试者及其家庭、以及其所代表人群的影响；风险最小化设计（潜在风险的预防，潜在风险不良影响的最小化）；风险相对于受益是合理的。

c) 受试者的选择和招募：受试人群的选择是公正的，研究的负担与受益公平分配；避免夸大或承诺受益，低估研究风险；避免招募者的身份对受试者产生不正当的影响；合理的激励与补偿，避免过度劝诱。

d) 知情同意书告知的信息：文字和语言能被受试者所理解；告知的信息应符合相关法律、法规及指南的要求，并与研究设计类型相符。

e) 知情同意的过程：信息告知的方式，受试者有机会提问并有足够的时间考虑，在充分理解的情况下自主决定；对无能力表达同意的受试者，应获得其法定代理人的许可。免除知情同意或免除知情同意签字，应符合相关指南的伦理原则。

f) 受试者的医疗和保护：研究者负责作出与研究相关的医疗决定；受试者不能因参加研究而被剥夺合理治疗的权利。

g) 隐私和保密：采取的措施足以保护受试者的隐私与数据的机密性。

h) 涉及弱势群体的研究：选择弱势人群作为受试者的理由是正当与合理的；采取特殊的措施，保护该人群的权益和健康。

5.2.1.2.2 跟踪审查

a) 伦理委员会应对已批准的项目进行跟踪审查，包括修正案审查，年度/定期跟踪审查，严重不良事件审查，违背方案审查，暂停/终止研究审查，研究完成审查。

b) 评估研究的风险与受益。
c) 评估受试者的安全和权益保护。
5.2.1.2.3 复审

a) 伦理委员会提出“修改”的审查意见，申请人修改后或对伦理审查意见有不同的看法，应提交复审申请。
b) 评估申请人所做的修改或说明是否符合伦理委员会的要求。
c) 是否认可申请人对伦理审查意见的不同看法。
5.2.2 决定程序
5.2.2.1 会议审查的决定程序
a) 预审和主审：审查会议前，委员应预审送审材料；主审委员应填写审查工作表。

b) 法定人数：每次审查会议应符合法定人数，到会委员应超过半数，并不少于5人；应包括医药专业、非医药专业，独立于组织机构之外的委员，以及不同性别的委员。

c) 会议主持：主席按程序主持会议，尊重并鼓励发表不同意见，经过充分讨论后，尽可能达成委员都可以接受的审查意见。

d) 投票决定：送审文件齐全，符合法定人数，申请人以及与审查项目存在利益冲突的委员离场，委员依据伦理准则对研究方案及其相关文件的所有关注问题和观点经过充分讨论后，以投票方式作出决定；以超过半数票的意见作为会议决定；只有参加会议讨论的委员才能投票。
e) 审查意见：①是否批准送审的研究项目：同意，做必要的修正后同意，做必要的修正后重审，不同意，终止或暂停已经批准的研究；②跟踪审查的频率：根据研究的风险程度确定跟踪审查的频率，至少每年1次。
5.2.2.2 快速审查的决定程序
a) 适用范围：不大于最小风险的研究项目；研究方案的较小修正，不影响研究的风险受益比；尚未纳入受试者，或已完成研究干预措施的研究项目；预期严重不良事件的审查。
b) 快速审查可由1位或多位委员负责审查。
c) 如果审查为否定性意见，或修正后重审，或委员的意见不一致，或委员提出需要会议审查，快速审查项目应转入会议审查。
d) 快速审查“同意”的研究项目，应在下一次伦理委员会会议上报告；如果到会委员提出异议，快速审查项目应转入会议审查。
5.3 伦理委员会办公室评估要素
5.3.1 管理制度、指南与标准操作规程

5.3.1.1 主要管理制度
a) 审查会议规则：审查会议的主持、议事与决定的规则和程序。

b) 伦理委员会主任的职责：负责伦理委员会和办公室的行政管理工作；组织制定并批准伦理委员会的管理制度、指南与SOP；决定送审项目的审查方式、主审委员；评估委员的审查能力；制定年度工作计划，撰写年度工作总结。
c) 委员的职责：主审研究项目；参加会议审查，会议出席率每年不低于75%。
d) 主席的职责：承担委员的审查职责；主持审查会议，审签会议记录，审签决定文件。主席与其他委员之间不是管理与被管理的关系。
e) 独立顾问的职责：应邀对所咨询的研究方案、研究人群或特定的问题发表意见。
f) 办公室秘书的职责：受理伦理审查申请/报告，指导送审材料的完整性和规范性；准备审查会议，包括会议日程，给委员分发审查材料，确保到会委员符合法定人数；准备快速审查的材料；文件档案与信息管理，并执行安全管理规定；帮助委员获取法规、指南和操作规程等文件，以及培训信息；更新委员文档；协助主席准备年度工作报告（其中包括经费来源与支出）；通过网站或其他方式向公众公开伦理审查的程序，批准研究的标准，伦理委员会审查研究项目的决定；建立与其他伦理委员会之间的信息交流与工作合作机制。
5.3.1.2 指南
5.3.1.2.1 申请指南
a) 伦理审查申请/报告指南：需要提交伦理审查的研究项目范围；各伦理审查申请/报告类别（初始审查申请，修正案审查申请，研究进展报告，严重不良事件报告，违背方案报告，暂停/终止研究报告，研究完成报告，复审申请）的定义与送审文件要求（送审文件清单、份数），以及安全信息报告；为申请人提供的伦理审查申请/报告模板；与审查日期相关的受理截止日期；受理通知，或补充修改通知以及补充修改的时限要求；伦理审查与传达决定的时限；伦理审查的费用；招募材料和知情同意书的模板；送审材料受理的办公室，受理人和联系方式。
b) 初始审查的送审文件包括（但不限于）：临床试验方案（注明版本号和日期）及其附属文件，包括方案摘要，相关研究伦理问题的考虑，与研究内容相关的临床前和临床研究的背景信息等；研究者手册；数据采集报告文件，如病例报告表、日记卡、问卷、访视计划等；招募材料（注明版本号和日期）；知情同意书（注明版本号和日期）；最新的主要研究者简历，研究人员名单、执业资格及其研究职责分工，GCP培训的证明文件；其他伦理委员会对研究项目的重要决定的说明，包括否定结论的理由；伦理审查申请表（签名并注明日期），包括招募程序和计划的说明，获取和签署知情同意书过程的说明，受试者隐私和数据机密保护措施的说明，给予受试者报酬、补偿、免费医疗安排的说明（如有），受试者参加研究保险的说明（如有），申请人遵循相关伦理准则开展研究的声明等。
5.3.1.2.2 审查指南
研究主要伦理问题审查指南：研究的科学设计与实施、风险与受益、受试者招募、知情同意书告知的信息、知情同意的过程、受试者的医疗和保护、隐私和保密、涉及弱势群体的研究等临床主要伦理问题的审查要素与审查要点，并符合相关法律、法规和指南的伦理准则。
5.3.1.3 标准操作规程
4.3.1.3.1 SOP的制定类

标准操作规程和指南的制定：SOP制定的流程；版本信息；内容大纲（目的，范围，职责，流程图，流程的操作细则，相关文件，附件表格，术语表，参考文献）；SOP的管理。有制度、指南和标准操作规程列表，相应的工作表格列表，涵盖伦理委员会和办公室工作的各个环节。

4.3.1.3.2 组织管理类
a) 委员的培训：基础培训与持续培训的内容，培训计划，经费预算，培训记录。

b) 独立顾问的选聘：当委员专业知识不能胜任研究项目的审查时，或受试者与委员的社会文化背景明显不同时，需聘请独立顾问。独立顾问提供咨询意见，但没有决定的投票权。独立顾问的授权与咨询程序，包括利益冲突声明，签署保密协议。

4.3.1.3.3 审查方式类
a) 会议审查：会议流程；审查会议报告项目（上次会议记录，快审“同意”的项目），审查会议审查项目；会议决定程序，批准研究项目的标准。

b) 快速审查：快审的适用范围，选择快审方式和审查委员的责任者，快审的流程。

4.3.1.3.4 送审项目管理类
a) 受理：送审文件的完整性和文件要素的形式审查；送审项目的管理；受理至审查的时限规定。

b) 处理：选择审查方式；会议审查、紧急会议审查、快速审查的标准。

4.3.1.3.5 研究项目审查类

各伦理审查类别（初始审查；修正案审查，年度/定期跟踪审查，严重不良事件审查，违背方案审查，暂停/终止研究审查，研究完成审查；复审）的审查流程。

4.3.1.3.6 传达决定类
a) 传达决定：决定文件类型（伦理审查批件，伦理审查意见）的适用规则。决定文件的基本信息包括：批件号/意见号；研究项目信息；临床研究机构，主要研究者；审查类别，审查方式；审查委员；审查日期；审查批准文件/审查文件；审查意见为肯定性决定，应说明批准事项，以及对申请人提交跟踪审查的要求；条件性决定应具体说明伦理审查的修正意见，以及提交复审的程序；否定性决定应清楚地说明否定的理由和伦理审查的相关考虑；批件应注明定期跟踪审查频率，批件有效期；伦理委员会名称、联系人和联系方式；主席审签决定文件并注明签发日期。伦理委员会提出的不具约束力、仅供参考的建议可作为决定文件的附件。审查决定至传达决定的最长时限规定。

b) 若申请人对伦理委员会的决定有不同意见，可以向伦理委员会提交复审。

4.3.1.3.7 监督检查类
a) 实地访查：需要实地访查的情况；实地访查的程序；处理意见提交会议报告或会议审查的规定。

b) 受试者抱怨：受理与处理的程序、责任部门和责任人；处理意见提交会议报告或会议审查的规定。

4.3.1.3.8 办公室管理类

a) 审查会议的管理：定期召开审查会议的时间（根据审查项目的数量，避免拖延）。办公室的会前准备（包括会前递送材料给委员预审的时间规定）、会议工作、会后工作的管理程序；会议记录的形成与批准程序。

b) 文件档案的管理：文件分类定义；建档、存档、归档的程序；借阅程序与管理规定。

c) 文件档案的保密：文件类别的保密等级与访问权限；档案室与文件柜的安全管理要求。

d) 沟通交流记录：与申请人、其他机构伦理委员会沟通交流记录的程序；需要向伦理委员会报告的事项。

e) 接受检查记录：接受内部与外部质量检查的准备、接受检查与质量改进的程序。

5.3.2 文件档案与信息管理

5.3.2.1 文件分类
a) 管理类文档：法律、法规与指南；管理制度，指南与SOP；委员文档（任命文件，委员专业履历，培训文件，委员声明，保密协议）；委员通讯录；独立顾问文档（简历，保密协议，利益冲突声明）；主要研究者文档（专业履历，GCP培训证书）；会议记录文件夹（会议日程，会议签到表，会议记录）；工作日志文件夹（实地访查记录，受试者抱怨记录，接受检查的相关文件和记录）；培训记录；经费收支管理记录；年度工作计划与工作总结。
b) 项目审查文档：按项目建档；各审查类别的送审文件，审查工作表，投票单，（项目）会议记录，伦理审查批件/伦理审查意见；与申请人沟通交流文件。

5.3.2.2 文件管理

a) 档案室：分别设置档案室库房、工作人员办公室与阅档室；配备防盗、防光、防高温、防火、防潮、防尘、防鼠、防虫等防护措施；安装监控探头。
b) 文档编号并有序保存。

c) 在研项目与研究完成项目的文档分开保管。

d) 保存时限符合相关法规、组织机构政策和申办者要求。

e) 委员与办公室工作人员经过培训并执行文件保管、查阅权限、保密等安全管理规定。

f) 伦理委员会的管理制度、指南和操作程序应方便委员、申请人查阅。

5.3.2.3 计算机应用软件管理系统

a) 研究项目的受理、处理、审查、传达决定的信息管理。

b) 跟踪审查的信息管理。

c) 批件有效期的信息管理。

d) 系统权限管理，数据容灾备份与恢复。

5.4 临床专业科室和研究人员评估要素
5.4.1 受试者保护

a) 主要研究者负责向伦理委员会提交伦理审查申请/报告（初始审查申请，修正案审查申请，研究进展报告，严重不良事件报告，违背方案报告，暂停/终止研究报告，研究完成报告，复审申请）。

b) 应遵循组织机构利益冲突政策，公开与研究项目相关的经济利益。

c) 应以公平公正的方式招募受试者，避免强迫或不正当的影响。

d) 应采用与研究设计类型和受试人群相适应的知情同意过程及文件，获取受试者参加研究的知情同意。知情同意应符合完全告知、充分理解、自主选择的原则。
e) 应及时回应受试者的疑问、抱怨和要求。

f) 研究过程中发生影响研究风险/受益的事件、研究流程的修正或提前中止研究时，应及时告知受试者。

g) 研究者负责作出与研究相关的医疗决定，采取必要的措施以保障受试者的安全。

5.4.2 研究实施

a) 主要研究者应根据专业科学标准，以及受试者风险最小化的原则设计研究方案。

b) 主要研究者应评估并保证研究条件能满足研究方案的实施和受试者保护的需求，获得所在机构的批准，保证有充分的时间开展研究。

c) 主要研究者应负责组织研究团队、恰当委派研究职责，保证研究人员的资质、经验和培训适任研究岗位要求，并有充分的时间参加研究。主要研究者应对研究项目的实施保持适当的监督、指导和管理。

d) 研究人员应遵循伦理委员会批准的方案开展研究工作。为避免研究对受试者的即刻危险而偏离或修改研究方案，事后应及时报告伦理委员会，并说明理由。当研究中心条件发生变化，对研究实施产生重大影响，减少受试者的保护措施或受益，或增加受试者风险的情况时，应及时向伦理委员会报告。
e) 研究者负责观察记录受试者的医疗信息和研究数据。

f) 应接受研究项目的监查/稽查/视察。

g) 应有专人负责研究项目文件档案的管理。
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Introduction

Many institutions have not established an administrative system of ethics review in biomedical research with human participants yet. Moreover, these Research Ethics Committees (RECs) have significant differences in the experiences, trainings, institutional supports, human and financial resources, and ethics review abilities. In order to help the institution to build up a high-level ethics review system of biomedical research, and promote its level and ability, we formulated “Assessment Standard for Ethics Review system of Biomedical Research with Human Participants”. The standard will provide the principles and basis for the quality assessment of ethics review system. 

Ethics review system consists of four aspects, medical and health institution (clinical entity of medicine and health, research institution, university, etc.), REC, REC office, research departments and investigators. In this framework, the relevant departments and personnel follow the laws, regulations and guidelines, and cooperate with each other to achieve the goal of a high-level ethics review and human subjects protection in biomedical research.

The standard has referred to relevant laws and regulations, guidelines and standards, and taken into account the characteristics of ethics review of traditional Chinese Medicine (TCM) research. Its basic principles are to make sure the continuing improvement of the ethics review quality and protecting human subjects.

This standard applies to guide relevant administration bureau, or authorized entities to conduct the assessment for ethics review system of biomedical research with human participants, and also applies to guide the relevant institutions to set up their ethics review system, formulate administrative policies and operating procedures, establish quality management indicators, clarify responsibilities of relevant departments and personnel, and improve the working process.

Assessment Standard for Ethics Review of Biomedical Research with Human Participants

1 Scope

This standard prescribes basic requirements and assessment elements for ethics review system.

The standard is applicable to assessment of ethics review system.

2 Terms and Definitions 

The following terms and definitions are applicable to this document.

2.1 Ethics Review System

Ethics Review System is founded by research institution according to related laws, policies and guidelines. This system consists of four aspects, medical and health institution (clinical entity of medicine and health, research institution, university, etc.), REC, REC office, research departments and investigators. In this framework, the relevant departments and personnel follow the laws, regulations and guidelines, and cooperate with each other to achieve the goal of a high-level ethics review system and human subjects protection in biomedical research.

3 Basic requirements for assessment

3.1 Basic requirements for medical and health organizations
3.1.1 Organization and management of ethical review system: The medical and health organization, in accordance with the relevant laws and regulations and guidelines, is responsible for establishing an ethics review system of biomedical research with human participants, clarifying responsibilities of relevant departments and personnel, ensuring that all biomedical research on human subjects, which are conducted or administrated by the institution, should be submitted to ethics review for protecting the subjects. Organization and institution should provide financial and administrative support for running ethics review system of and supervising its review quality.
3.1.2 Management of Research Ethics Committee: The organization should approve the REC charter, in accordance with relevant laws, regulations and guidelines, be responsible for establishing and renewing REC, and have the mechanism to guarantee the independence and transparency of the REC’s work.
3.2 Basic requirements for REC

3.2.1 Ethical review: REC should review the protocol in accordance with relevant laws, regulations and guidelines.

3.2.2 Decision-making procedures: REC, in accordance with the procedure of the meeting rules, should make the review decision only after full discussion of the protocol, then make the decision by vote.
3.3 Basic requirements for REC Office

3.3.1 Policies, guidelines and standard operating procedures (SOPs): REC office should organize a team to formulate and promulgate related policies, guidelines and SOPs according to the REC’s charter approved by the institution. These policies, guidelines and SOPs should be reviewed regularly according to the assessment result of REC’s work, and be revised when necessary.
3.3.2 Document and information management: REC should make files and documents well-organized, and take security measures to meet the requirements of confidentiality; the documents of REC are either paper documents or electronic files, or both of them.
3.4 Basic requirements for clinical professional departments and investigators
3.4.1 Subjects protection: Investigators should take the right, health and safety of subjects as the primary concern.

3.4.2 Research conducting: Investigators should conduct research according to the laws, regulations and research protocol.
4 Assessment elements for ethics review system
4.1 Assessment elements for medical and health organizations

4.1.1 Organization and management of ethics review system
4.1.1.1 Leadership of the organization

a) The organization should designate one hospital-level officer to be in charge of setting and managing the ethics review system.
b) The officer, supported by hospital /academic committee, should coordinate the administrative policies and operating procedures in relevant management departments, research departments and REC to ensure consistency and compliance. 

c) The organization should provide necessary resources and facilities for running and managing the ethics review system in high quality.

4.1.1.2 Research project management
a) Each administrative department, such as science technology department or drug clinical trial center, should be clarified own duty and responsibility in human subjects’ protection and research monitoring.

b) Administrative department should establish policies that all research protocols on human subjects, including the research using human subject information and biological specimens, which are conducted or administrated by the institution, should be submitted to REC for initial review, continuing review, or review of re-submitted protocol.

c) Policies require that subjects or their legal representatives’ informed consent should be obtained; waiver of informed consent should be approved by REC.

d) Policies require that investigators should have the appropriate qualifications, training on GCP and education of subjects’ protection and research relevant conflict of interest.

e) Policies require that the investigator of the prospective, interventional clinical study on human subjects should complete the clinic research registration before the first subject’s recruitment.

f) Policies require that investigators should follow the protocols approved by the REC to conduct research projects.

g) The operating procedures should effectively execute the research management policies relevant to subjects’ protection.

h) Policies with managing and correcting the behaviors violating ethics and integrity principles should be established.

4.1.1.3 Research relevant Conflict of interest management
a) To establish the administrative department and ensure its responsibility in managing research conflict of interest. 

b) Conflict management policies should be developed and disclosed, clearly judging and administrating research conflicts of interest in the institutions, REC members and investigators,.

c) The operating procedures can ensure the effective implementation of conflict of interest policies. The conflict of interests from organization officers, REC members and investigators should be declared in an appropriate place and be reviewed and processed.

d) To develop the policies that behavior violating conflict of interest policies should accept investigation and handling.
4.1.1.4 Research contract management

a) To develop and disclose the research contract management policies, clearly define the responsible departments / personnel in research contract drafting, reviewing and signing.

b) To develop and disclose the research contract management policies which clearly defined research contracts should state the subjects’ protection related provisions, such as the personnel responsible for reporting serious adverse events (SAE) and medical treatment, the entity responsible for costs of treating and economic compensation when research-related injury occurs. During the study, any information, relevant to direct impact on the subjects’ health or safety, should be informed to investigators, research institution, the REC and subjects.

c) The operating procedures should ensure the effective implementation of research contract management policies, such as developing contract templates and the research contract reviewing checklist with elements and key points.

4.1.1.5 Financial resources management

a) Financial department is responsible for managing the research funds and ethics review fee, the sponsor should not pay investigators or RECs directly for research or ethics review.

b) To develop the financial management policies according to relevant laws. The policies clearly defined ethics review charging standards, review labor expenditure standards. Ethics review fee’s revenue and expenditure standards are publicly available.

c) Research budget should include ethics review fees, costs of free medical and physical examination for subjects and so on.

4.1.1.6 Training management

a) To clarify the administrative department of training and its responsibility, develop and disclose the training management policies.

b) Basic training includes GCP and subjects’ protection training, conflict of interest management training. Managers, REC members and investigators should receive basic training.

c) Managers, REC members and investigators should also receive specific training, such as relevant laws, regulations, policies and guidelines, the institution's management policies and operating procedures, the basic research design and methods training, ethics review procedures training, ethics review elements of research training, the different types of study design (experimental studies, observational studies, etc.) and mainly concerned ethical issues in different ethics review categories (initial review, continuing review, resubmitted review). 

d) REC members must undergo basic training and ethics review training, and participate in annual training programs.

e) The administrative department of training should develop annual training plan and budget, and keep the corresponding training records.

4.1.1.7 Communication with subjects

a) To clarify the relevant department responsible for communicating with subjects. 

b) To develop the operating procedures for accepting and handling the subjects’ complaints or appeals. 

c) To develop a mechanism to assess the subjects’ appeals in order to improve the operation quality of research ethics review system.

4.1.1.8 Quality management

a) To establish an independent quality control department.
b) Using pre-established checklist regularly (at least annually) to assess the institutional research ethics review system relevant management departments, research departments and the REC on complying with laws, regulations and guidelines compliance, the organization’s policies and procedures. The quality control department should promptly feedback inspection and evaluation results to the relevant departments of research ethics review system, and continue to assess its correction report; provide recommendations to revise the relevant policies and procedures to improve ethics review system operating quality if necessary.

c) The relevant departments should establish communication, coordination and processing mechanisms for discovered problems. 

d) REC should accept the inspection and audit from health administrative departments, drug supervision and management departments. If possible, REC could accept quality assessment from an independent third party.

4.1.2 Management of REC

4.1.2.1 Establishment and renewal of REC

a) REC charter should be published based on the laws and regulations, which includes the following items: Define the administrative department which REC is affiliated, REC’s organizational framework and management. Develop the generation and appointment procedures of REC members and chair, term of appointment, renewal, removal, resignation and replacement procedures, and the requirement of members’ appointment. Develop the procedures of REC review, such as the review categories, quorum, voting and decision making, conflicts of interest management.
b) To determine the organizational framework and responsibilities in accordance with the scope and protocols’ number of institutional ethics review. The institution can establish several RECs or branches, and an office responsible for all RECs’ affairs.
c) To set an REC (Executive) director who is responsible for REC and office administration. To clarify the affiliation of the REC director. To define the generation and appointment procedures of REC director and secretaries.

d) To establish REC in accordance with the charter. According to the term of REC members, renew the REC members considering continuity of REC work, capacity development of ethics review, as well as professional categories of members. Every renewal of REC should have a certain proportion of members’ departing from the REC and new members joining. Document of appointment should be submitted to the relevant government departments for record.

e) REC membership should be based on the relevant laws and regulations. The specialties of scientific background members should match the protocol they review. The REC reviewing traditional Chinese medicine (TCM) protocols should have the members with TCM professional background. Nonaffiliated members should come from the institutions independent of research project funders, sponsors, and research administration and implementation organizations.

4.1.2.2 Resources of REC

a) The organization should appoint sufficient REC secretaries and staff to meet the requirement of REC high quality work; they should have clear responsibilities, be adequately trained and capable of their work.

b) The organization should provide REC enough financial resources to meet its mandate effectively work expenses, and the compensation mechanism for reviewing labor which should be included in the budget management.

c) REC office’s space and equipment (computer, network, telephone, fax, scanners, shredders, etc.) should meet the requirement of their work.

d) The archive room can meet the requirement of REC files and documents safekeeping, and ensure the security and confidentiality of the archives.

e) The area and equipment (projectors, microphones) of board meeting room can meet the requirement of full board meeting.

f) The computer application software which can meet the requirement of ethical regulations and guidelines might be used to manage the information of protocols submission, review, decision communication and continuing review.

4.1.2.3 Independence of REC

a) Independence of composition: According to the charter of REC, the REC’s membership should include at least one member without affiliation to the institution conducting the research or the sponsors. The legal representative of the organization / institution director, as well as the higher administrative officers to the organization is not suitable to serve as a member of the REC or its director(executive)
b) Independence of operation: According to the meeting rules, the protocol applicants (investigators, sponsors, and stakeholders) might attend an REC meeting to answer questions, but should not be present during discussion and decision making. The REC members who have conflicts of interest should state at the beginning of the meeting and should not be present during discussion and decision making.

4.1.2.4 Public transparency of REC

a) Investigators have a channel to discuss with REC members about REC decisions or other issues.

b) By clinical trial registration and other means, such as websites, bulletin boards, news reports etc., the public can learn ethics review procedures, approval standard, as well as the institutional REC review decision of the protocol (except for confidential information), including approval, premature termination, disapproval protocols and study results.
4.2 Assessment elements for REC

4.2.1 Ethics review

4.2.1.1 General rules
a) To list all regulations and guidelines that ethics review should comply with.

b) Be convenient for the public and investigators to acquire these regulations and guidelines.

c) Ethics review worksheets should reflect the main ethical review elements and key points.

d) Keep the consistent standards in reviewing a variety of funding resources and study design project.
4.2.1.2 Ethics review element

4.2.1.2.1 Initial review

a) Study design and implementation: Conform to generally acceptable scientific principles, based on relevant scientific literature, laboratory studies. And for TCM researches, pay attention to the origin and quality of Chinese herbs which may affect the repeatability of clinical experience of TCM, and the possibility that modern preparation of Chinese herbal medicine may affect the usage of TCM clinical experience. The research method conform the research purpose and is suitable to the research field. Institutional facilities and conditions, investigators’ expertise, qualifications, ability and time participated in study, as well as staffing, should meet the requirement of research, which could conduct safely and efficiently.
b) Risks and benefits: The research risk types (physical, psychological, social, economic), magnitude, and its influencing factors; the research risk on the subjects and their families, as well as the impact to the population they represent; risk minimization design (prevention of potential risks, minimizing adverse effects of potential risks); the risk in relation to potential benefits is reasonable.
c) Subject’s selection and recruitment: Participant population selection is fair, research is equitable in distributing burdens and benefits; exaggerating or promising benefit, underestimating the study risk, improper influence to subjects’ recruitment should be avoided. Reasonable incentive and compensation can be used. Over-persuasion should be avoided.
d) The information of informed consent form：The text and language could be understood by the subjects; the informed information should meet the requirements of relevant laws, regulations and guidelines; the informed information should be conformed to the type of study design.
e) Informed consent process: The method of informing should give subjects chance to question and sufficient time to think over, and then make their own decisions after fully understood. As to incapacitated subjects expressing consent, their legally authorized representative’s consent should be obtained. Waiver of informed consent or informed consent signature should comply with the principles of relevant ethical guidelines.
f) Care and protection of research subjects: Investigators are responsible for making medical decisions relevant to research; subjects in the study could not be deprived of the right of reasonable treatment.
g) Subjects’ privacy and confidentiality: Measures to be taken are sufficient enough to protect the subjects' privacy and confidentiality of data.
h) Research involving vulnerable populations: the reason of selecting vulnerable populations as subjects is legitimate and reasonable; take special measures to protect the interests and health of these populations.
4.2.1.2.2 Continuing Review

a) REC should follow up the progress of all approved studies, includes amendment review, annual /regular continuing review, serious adverse events review, non-compliance review, research suspension/termination review, study closure review.
b) Assess the risks and benefits of research.
c) Assess the safety and rights of subjects’ protection.
4.2.1.2.3 Review of re-submitted protocols

a) If REC reviewed decision was “modification", the applicant, after modified or has different views of ethics review comments, should submit the application for re-submitted review.
b) REC should assess whether the applicant’s modification or explanation meets the requirements of the REC.
c) REC should decide whether to approve the applicant’s different views from ethics review comments.

4.2.2 Decision-making procedures
4.2.2.1 Decision-making procedure of full board meeting review

a) Pre-review and primary reviewer: Before the meeting review, the members of REC should pre-review the protocol, and the primary reviewer should complete the review worksheet.
b) Quorum：Each review meeting should meet the quorum. The minimum number of members required to compose a quorum should be more than half the members’ roster and no less than five, with a fair gender distribution, include members with expertise in and out of medical science, and non-affiliated members.
c) Meeting host: The chair presides over the meeting according to the procedure; respects and encourages expressing different opinions. After full discussion, members can reach the acceptable review comments as much as possible.
d) Vote to decide: The documents submitted are complete, the meeting should meet the quorum, the applicant and the members with conflict of interest should leave the meeting, the members refer to ethical principles to review protocols and related documents with all the concerns and perspectives being fully discussed, and make decision by voting; advice of more than half of votes would be the meeting decision; only members participating in the meeting could vote.
e) Review comments: ①Whether to approve protocols submitted for review: Approval, modification required prior to approval, modification required and re-submitted for review, disapproval, terminate or suspend its prior approval. ②The frequency of continuing review: According to the degree of risk of the study to determine the frequency of continuing review, at least once a year.
4.2.2.2 Decision making procedure of expedited review

a) Scope: The protocols with no more than minimal risk; minor revision does not affect the risk-benefit ratio; the protocols have not been included subjects, or have completed the study interventions; anticipated serious adverse event review.
b) Expedited review should be conducted by one or more members.
c) If the review comment is negative or modification required and re-submitted for review, or inconsistent with the views of the members or any member requests meeting review, the expedited review protocols should be transferred to meeting review.
d) The protocol “approved” through expedited review should be reported at next REC full board meeting. If any member at the meeting has different opinions about the protocol, the expedited review should be transferred to meeting review.

4.3 Assessment elements for REC Office
4.3.1 Policies, guidelines and standard operating procedures (SOPs)

4.3.1.1 Primary policies
a) Rules of the REC meeting: Rules and procedures of presiding over a meeting, discussion and making decisions.

b) Responsibility of the director (executive) of REC: Being in charge of the management of REC and REC office. Organizing a group to formulate and promulgate REC’s related policies, guidelines and SOPs. Deciding the review categories and designating primary reviewers for each protocol. Evaluating the review capability of REC members. Making annual plans and writing annual report.

c) Responsibility of members: Reviewing the protocols. Participating in the REC meeting. The REC member should attend no less than 75% REC meetings each year.

d) Responsibility of the chair: Reviewing the protocols. Presiding over the REC meeting, reviewing and signing on the meeting minutes, signing on the decision letters. Notice that the relation between the chair and other REC members is not like the manager and the one being managed.

e) Responsibility of independent consultants: Independent consultants can be invited to provide opinions on proposed protocols, subject population or other specific issues.

f) Responsibility of office secretaries: Receiving the ethics review application and report. Helping the principal investigator or sponsor to make sure the documents submitted are complete and can meet the requirements. Preparing for the REC meeting, including preparation of meeting agenda, distribution of the materials and ensuring enough members to attend the meeting and the quorum is met. Preparing the materials for expedited review. Being in charge of the documentation, information management and safety management. Providing support to members to get related materials such as regulations, guidelines and operating standards, as well as training information. Updating membership files. Assisting the chair to prepare the annual working report (including financial report of revenue and expenditure). Making the review procedures, the standard of approval, and the review decisions known to public. Establishing the mechanism of communication and cooperation with other RECs.
4.3.1.2 Guidelines

4.3.1.2.1 Application guidelines

a) Guideline for application/reporting of ethics review: This guideline should contain information about what kind of research needs to be submitted for ethics review, definition of each type of application/report (including initial review application, amendment application, progress report, SAE report, non-compliance report, termination report, final report and resubmission), materials needed for each type of application/reporting, and safety information report, templates for application and report, the deadline for submission, document receipt form, notification for resubmission and time requirements for resubmission, time limit of ethics review and decision communication, the fee for ethics review, templates for the advertisement and informed consent form, the location of the office for submission, the contact person, and contact method.
b) Materials needed for initial review submission: protocol (with version number and date) and affiliated documents, including summary of the protocol, consideration on related ethical issues, information of preclinical studies and clinical studies; investigator’s brochure; data collection documents, such as case report form, subjects’ diary, questionnaire, visiting plan; recruitment materials (with version number and date); informed consent form (with version number and date); latest curriculum vitae of principal investigator, name list of investigators, qualification of working, roles and responsibilities in the research for each investigator, and proofs of GCP training; decision documents from other RECs, including reasons for negative decisions; application form of ethics review (with signature and date), description on the recruitment procedure and plan, the process of getting informed consent, privacy and confidentiality protection measures, payment and compensation given to participants, free treatments, insurance, and investigators’ declaration of following the ethical rules to conduct the research.
4.3.1.2.2 Ethics review guidelines

Guidelines for ethics review regarding main ethical issues in research: This guideline should contain ethical review elements and key points of the review, including the scientific design and performance of the research, risks and benefits, recruitment of the subjects, the content of informed consent form, the process of getting informed consent, medical treatment and protection given to subjects, protection of research subjects’ privacy and confidentiality, and research involving vulnerable persons. The guideline should adhere to relevant laws, regulations and guidelines.
4.3.1.3 Standard operating procedures

4.3.1.3.1 Writing SOPs

Writing of SOPs and guidelines: Including the procedure of writing SOPs, the version information, outline of the contents (purpose, scope, responsibility, flow chart, detailed instructions, related documents, annex, glossary and references), management of SOPs. Lists of policies, guidelines and SOPs, list of forms. SOPs should cover the whole process of REC and REC office’s work.
4.3.1.3.2  Management

a) REC member Training: Including the content of initial training and continuing training, training plan, budget, and training records.

b) Independent consultants: Independent consultants need to be invited when the members lack related knowledge to review specific protocols, or the potential participants have different social and cultural background with the members. Consultants can provide special expertise to the REC, but have no voting rights. This SOP should also clearly state the procedure of authorization and consulting, including disclosure of conflict of interest and signing of confidentiality agreement.

4.3.1.3.3 Review procedure
a) Full board meeting review: Including the procedure of the meeting, the content reported on the meeting (minutes for last meeting, expedited approval protocols), reviewing the protocols, the decision making procedure, and the standard of approval.
b) Expedited review: Including the scope of expedited review, the responsible person of choosing expedited review and reviewers, and the procedure of expedited review.
4.3.1.3.4 Management of protocol submission

a) Reception: To check completeness of the materials and the elements of each document, management of submitted protocols, and the requirement on the time limitation between submission and review.
b) Handling: To choose suitable review, the standard for full board meeting review, emergency meeting review and expedited review.
4.3.1.3.5  Review categories 
Including review procedure for each type of submission (initial review, amendment review, annual review or continuing review, serious adverse events review, non-compliance review, review of study suspension or termination, review of closed study, review of resubmission).
4.3.1.3.6 Communication of the decision

a) Communication of the decision: Including the rule of using different types of decision letter (approval letter or notification of REC’s decision). The basic information in the decision letter includes: the number of the decision letter, the information of the protocol, the institution, the PI, the categories of the review, the patterns of the review, reviewers, the date of review, approved documents or reviewed documents. For positive decision, the approved items and requirements for continuing review should be clearly stated. For conditional decision, the modification suggestion and resubmission procedure should be stated in detail. For negative decision, the reason and considerations of ethics review should be clearly stated. The frequency of continuing review and expiration date should be stated in the approval letter. The name of the REC, contact person and contact method should be clearly stated. The decision letter should be signed and dated by the chair. Non-binding suggestions can be listed as an annex to the decision letter. And there should be a requirement on the time limitation between the decisions made and communicated to the proposer.
b) If the proposer has different opinions with the REC’s decision, he or she can resubmit the review application to be reviewed.
4.3.1.3.7 Supervision

a) Site visit: Including under what condition a site visit should be conducted, the procedure of site visit, and rules on presenting the site visit decision to be reported or reviewed on the meeting.
b) Complaint of subjects: Including the reception and dealing procedures, responsible department and persons, and rules on submitting of the dealing result to be reported or reviewed on the meeting.
4.3.1.3.8 Office management

a) Review meeting management：Convene a review meeting on a regular basis (based on the number of review items，and avoid delays). Pre-meeting of the office preparation (including the time limit on delivery materials to the members for pre review), meeting work, after-meeting work management procedures. Formation and approval procedures of the meeting minutes.
b) Management of document: File classification defined; the procedures of filing and archiving; borrow procedures and regulations.
c) Confidentiality of documents: the security level of the file category and access rights; safety requirements of archives and file cabinet.
d) Communication records: the procedure of communication records with the REC of the applicant and other agencies; Items need to be reported to REC.
e) Inspection records: Procedures of preparing accept internal and external quality checks, and accept the inspection and quality improvement.
4.3.2 Document and information management

4.3.2.1 Document classification

a) Document of management: Laws, regulations and guidelines; Management system, guidelines and SOPs; Member files (appointment documents, professional experience documents (Resume or curriculum vitae), training documents, declaration documents, confidentiality agreements); contact information of members; independent consultants documents (resume, confidentiality agreements, declaration of conflict of interest ); investigators’ files ( Professional Resumes, GCP training certificate ); meeting records files (agenda and schedule, attendance sheets, meeting minutes); work log folder (site visit records, records of complaints, records of supervision); training records; financial records; the annual work plan and work summary.
b) Protocol documents: Filing by the protocol; materials submitted for review, review worksheet, voting sheets, meeting minutes for the specific protocol, approval letter/ notification of REC’s decision, and communication records.
4.3.2.2 Management

a) Archiving room: there should be separate archives, staff office and reading room, equipped with anti-theft, anti-light, anti-high temperature, fire-proof, moisture-proof, dust-proof, rodent control, pest control and other protective measures, and with monitoring probes.
b) All the documents should be numbered and saved orderly.
c) Keep documents of active protocols and closed protocols separately.

d) Documents retained according to the relevant laws and regulations, organizational policies and sponsor requirements.
e) Members and office staffs are trained to abide file storage, inspection authority, and confidentiality and safety regulations.
f) The policies, guidelines and SOPs should be convenient for REC members and proposers to refer.
4.3.2.3 Computer applications software management system

a) Information management of reception, processing, review, and convey the decision of the protocol.
b) Information management of continuing review.
c) Information management of approval document validity.
d) System permissions management, data disaster recovery, backup and recovery.

4.4 Assessment elements for clinical professional departments and investigators
4.4.1 Subjects protection

a) Principal investigators have the duty to submit ethics review application or report to the REC (initial review application, amendment review application, research progress report, serious adverse events report, non-compliance report, suspension or termination of research report, closed research report and re-submission review application).

b) Complying with the institutions’ policy on conflict of interests and disclosing financial interests with the research project.

c) Recruit human subjects in justice way and avoid coercion and undue influence.

d) Use suitable informed consent process and documents, which adapt to the research design and research populations, to conduct informed consent in human subjects. The process of inform consent should adhere to the rule of completely informing, thoroughly understanding and autonomy.

e) Timely reply the question, complaints and requirement of human subjects.

f) When some events that will influence the risks or benefits of research happen, the process of reviewing a modified research or research be suspended prematurely, human subjects shall be informed timely.

g) Investigators have the duty to make medical decision related to the research and conduct necessary measures to protect human subjects.

4.4.2 Research conduct

a) Principal investigator should design the research protocol according to professional scientific standards and minimal risk principle for human subjects.

b) Principal investigator should assess and guarantee the research condition can meet the requirements for research conducting and human subject protection. Research protocol should be approved by affiliated institution and PI should have enough time to conduct research.

c) Principal investigator has the duty to organize a research team, assign tasks appropriately; guarantee the qualification, experience and training of investigators to meet the requirements of each position and make sure the research staffs have enough time for research. Principal investigator should conduct suitable supervision, guidance and management to the research project.

d) Investigators should conduct research according to the protocol that approved by the REC. Any deviation or revision to protocols happened during the course of the study in order to avoid immediate hazards to subjects should be reported as soon as possible to REC. And the reason should be stated at the same time. If the condition of the research centers changes which might have significant impact on the implementation of the research, reducing the protection or the benefits, or increasing risks to participants, investigators should report to REC promptly.

e) Investigators have the duty to record the medical information and research data.

f) Allow monitoring and auditing of research.

g) Documents of research project should be managed by designated staff.
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�起草人员均不能参加中医TC的审查会，因此是否删掉相关人员，以后作为专家？


�同样问题，也是起草人员，是否预留些人将来作为专家？





2

