海南自由贸易港博鳌乐城国际医疗旅游先行区生物医学新技术促进规定
（2024年11月29日海南省第七届人民代表大会常务委员会第十四次会议通过）
Provisions on the Promotion of Biomedical New Technologies in the Boao Lecheng International Medical Tourism Pilot Zone in the Hainan Free Trade Port
(Adopted at the 14th Session of the 7th Hainan Provincial People’s Congress Standing Committee on November 29, 2024)

第一条　为了促进海南自由贸易港博鳌乐城国际医疗旅游先行区（以下简称先行区）生物医学新技术的健康、可持续和高质量发展，满足人民群众对健康生活的需求，遵循有关法律、行政法规的基本原则，结合先行区实际，制定本规定。
Section 1 The Provisions on the Promotion of Biomedical New Technologies in the Boao Lecheng International Medical Tourism Pilot Zone in the Hainan Free Trade Port (these “Provisions”) are enacted to promote the healthy, sustainable, and high-quality development of biomedical new technologies in the Boao Lecheng International Medical Tourism Pilot Zone of Hainan Free Trade Port (hereinafter the Pilot Zone), to satisfy the People’s demand for a healthy lifestyle, in accordance with the basic principles of applicable laws and administrative regulations, and in light of the actual conditions of the Pilot Zone.
第二条　在先行区内开展细胞治疗、基因治疗、组织工程等生物医学新技术临床研究、转化应用及其监督管理活动，适用本规定。
Section 2 These Provisions apply to the clinical research, translational application, and regulation activities of biomedical new technologies such as cell therapy, gene therapy, and tissue engineering carried out in the Pilot Zone.
第三条　省人民政府卫生健康主管部门负责先行区生物医学新技术临床研究和转化应用的监督管理。省人民政府卫生健康和药品监督管理部门驻区机构（以下简称先行区医疗药品监督管理机构）负责具体实施监督管理。
Section 3 The Health Department of the Provincial People’s Government is responsible for the regulation of clinical research and translational application of biomedical new technologies in the Pilot Zone. The on-site agencies of the Health Department and the Drug Regulatory Department of the Provincial People’s Government (hereinafter the Pilot Zone Medical and Drug Regulatory Agencies) are responsible for the specific regulation.
省人民政府科学技术、药品监督管理、医疗保障等有关部门在各自职责范围内负责与先行区生物医学新技术临床研究和转化应用有关的监督管理。
 The appropriate Departments of the Provincial People’s Government, such as those responsible for Science and Technology, Drug Regulation, and Medical Insurance, shall be responsible for the regulation related to the clinical research and translational application of biomedical new technologies in the Pilot Zone under their respective duties.
先行区管理机构履行与生物医学新技术临床研究和转化应用有关的行政管理和公共服务职责。
琼海市人民政府及其有关部门应当按照有关规定，负责行使与先行区生物医学新技术临床研究和转化应用有关的社会管理职能。
The Pilot Zone Management Administration shall perform administrative management and public service duties related to the clinical research and translational application of biomedical new technologies.
The Qionghai People’s Government and its appropriate departments shall be responsible for exercising social management functions related to the clinical research and translational application of biomedical new technologies in the Pilot Zone as required.
第四条　支持先行区建立生物医学研究机构，探索先行区与境内外合作共建科研机构新模式，开展科技研发和产业发展交流，培养具备研发和应用生物医学新技术能力的高水平专业技术人才，参与相关规则研究和制定。
先行区应当引进和建设生物医学新技术公共制备平台、公共存储平台、公共检测平台等第三方平台。
Section 4 The Pilot Zone is supported to establish biomedical research institutions, exploring new models of cooperation in building research institutions with domestic and overseas partners, conduct scientific and technological research and industry development exchanges, and cultivate high-level professional and technical talents capable of developing and applying biomedical new technologies, and to participate in the research and formulation of applicable rules.
The Pilot Zone shall introduce and establish third-party platforms such as public preparation platforms, public storage platforms, and public testing platforms for biomedical new technologies.
第五条　外商投资企业可以依照规定从事生物医学新技术开发和技术应用，符合条件的，用于产品注册上市和生产。
Section 5 Foreign-invested enterprises may engage in the development and application of biomedical new technologies as required. Eligible technologies thereof may be applied for product marketing registration and production.
第六条　鼓励先行区内从事生物医学新技术研发、生产的单位与境内外医疗机构、科研机构、高等院校、企业等开展合作，推动海南自由贸易港生物医学新技术产业发展。
支持先行区医疗机构与已完成生物医学新技术临床研究备案的机构开展合作。支持先行区医疗机构与已进入国内临床试验阶段产品、境外已获得上市许可的生物医学新技术产品的机构开展合作。
Section 6 Entities engaged in the research and development or production of biomedical new technologies in the Pilot Zone are encouraged to cooperate with, including but not limited to, domestic and overseas medical institutions, research institutions, higher education institutions, and enterprises to promote the development of the biomedical new technology industry in the Hainan Free Trade Port.
 Medical institutions in the Pilot Zone are supported to cooperate with institutions that have completed the filing of clinical research for biomedical new technologies. Medical institutions in the Pilot Zone are supported to collaborate with institutions that have products in the domestic clinical trial stage or biomedical new technology products that have obtained overseas market launch approval.
第七条　对已获得国家或者省级科技计划支持的生物医学新技术项目，在先行区开展转化应用的，按照有关规定给予支持。
发挥政府投资基金引导作用，鼓励社会资本设立生物新技术产业领域子基金。支持符合条件的生物医学新技术企业开展直接融资，引导社会资本投资生物医学新技术产业。
Section 7 Biomedical new technology projects that have received support from national or provincial science and technology plans and conduct translational applications in the Pilot Zone shall be supported as required.
The guiding role of government investment funds shall be leveraged to encourage social capital to establish sub-funds in the biomedical new technology industry. Eligible biomedical new technology enterprises are supported to engage in direct financing, and social capital is directed to invest in the biomedical new technology industry.
支持先行区建立知识产权保护中心，建立与国际通行规则相衔接的知识产权制度体系。鼓励金融机构为生物医学新技术企业提供知识产权质押融资等相关金融服务。
An intellectual property protection center in the Pilot Zone is supported to be launched to develop an intellectual property system that aligns with internationally accepted rules. Financial institutions are encouraged to provide relevant financial services, such as intellectual property pledge financing, to biomedical new technology enterprises.
第八条　鼓励开发生物医学新技术产业相关保险产品，简化理赔方式，推进商业保险直接结算。
鼓励通过购买商业保险，承担受试者、患者因发生与生物医学新技术临床研究和转化应用项目相关的健康损害或者死亡所需的治疗费用及相应的经济补偿。
Section 8 Efforts shall be made to encourage the development of insurance products tailored to the biomedical new technology industry, simplify claims procedures, and facilitate direct settlement mechanisms for commercial insurance.
The purchase of commercial insurance is encouraged to cover the treatment costs and corresponding economic compensation for trial subjects and patients who suffer health damage or death due to biomedical new technology clinical research and translational application projects.
第九条　先行区管理机构应当会同省人民政府卫生健康、药品监督管理部门和海关等单位建立进境生物医学新技术研发用物品、特殊物品正面清单，简化清单内相关物品前置审批手续以及享受免征进口关税、进口环节增值税政策的前置核实确认程序；简化对先行区医疗机构、科研机构、高等院校等有关单位的享受免征进口关税、进口环节增值税政策资格认定程序。
有关主管部门应当采取措施健全仓储、冷链物流、通关检验等配套服务，推动生物医学新技术研发用物品、特殊物品通关便利化。
Section 9 The Pilot Zone Management Administration shall, in conjunction with the Health Department, Drug Regulatory Department, Customs, or other agencies of the Provincial People’s Government, prepare a positive list for inbound biomedical new technology research and development items and special items, and simplify the pre-approval procedures for items therein and the verification procedures for obtaining exemption from import duties and import value-added tax policies. The eligibility recognition procedures for the medical institutions, research institutions, higher education institutions, and other relevant entities in the Pilot Zone to obtain exemption from import duties and import value-added tax policies shall be simplified.
The competent departments shall take measures to improve supporting services such as storage, cold chain logistics, and customs inspection, to facilitate the customs clearance of biomedical new technology research and development items and special items.
第十条　鼓励先行区建立与国际规则接轨的人才招聘制度，引入境内外高层次生物医学新技术人才团队。支持制定创新的生物医学新技术从业人员评价标准，加快引进急需紧缺的技术技能骨干和管理人才。对引进先行区的相关国际人才，可以依据其对先行区贡献和实际水平，实施职称特殊评审。
Section 10 A talent recruitment system in the Pilot Zone that aligns with internationally accepted rules is encouraged to be launched, to attract high-level biomedical new technology talent teams from both domestic and overseas. The innovative evaluation standards for professionals in the biomedical new technology field are supported to be prepared, to expedite the recruitment of urgently needed technical and management talents. Special professional title reviews may be applied based on their contributions and actual capabilities for international talents recruited to the Pilot Zone.
第十一条　生物医学新技术临床前研究的监督管理按照国家有关规定执行。
省人民政府卫生健康主管部门会同药品监督管理等部门组建生物医学新技术学术委员会、伦理委员会，为生物医学新技术临床研究规范管理提供技术支撑和指导。具体管理办法由省人民政府卫生健康主管部门会同药品监督管理部门制定。
Section 11 The regulation of preclinical research on biomedical new technologies shall be carried out as applicable national provisions direct.
The Health Department, in conjunction with the Drug Regulatory Department of the Provincial People’s Government, shall develop the Biomedical New Technology Academic Committee and the Ethics Committee to provide technical support and guidance for the standardized management of clinical research in biomedical new technologies. Specific management measures shall be prepared by the Health Department in conjunction with the Drug Regulatory Department of the Provincial People’s Government.
生物医学新技术临床研究应当在具备相应条件的医疗机构内开展。进行人体临床研究操作的，应当由符合相应条件的卫生专业技术人员执行。生物医学新技术临床研究项目的申请、审查、过程管理等按照国家和本省有关规定执行。
Clinical research on biomedical new technologies shall be carried out in eligible medical institutions. Human clinical research operations shall be carried out by eligible healthcare professionals. The application, review, process management, and other aspects of biomedical new technology clinical research projects shall be carried out as applicable national and provincial provisions direct.
第十二条　临床研究的预期成果为药品或者医疗器械的，应当按照《中华人民共和国药品管理法》、《医疗器械监督管理条例》等有关法律、行政法规的规定执行。
省人民政府药品监督管理部门应当加强对申请药品上市及创新医疗器械上市审评方面的服务，指导申请人向国家药品监督管理部门申请上市注册。
Section 12 If the expected outcomes of clinical research are drugs or medical devices, the Drug Administration Law of the People’s Republic of China and the Regulations on the Supervision and Administration of Medical Devices, among other laws and administrative regulations, shall apply.
The Drug Regulatory Department of the Provincial People’s Government shall further the services related to the review of applications for the drug marketing and innovative medical devices, and guide applicants to apply for marketing registration to the national medical products administration.
第十三条　临床研究证明相关生物医学新技术安全、有效，符合伦理原则，拟临床应用的，应当由具备条件的先行区医疗机构向先行区医疗药品监督管理机构提出转化应用申请。境内外医疗机构与先行区医疗机构开展生物医学新技术转化应用项目合作的，应当以先行区医疗机构作为转化应用项目申报主体。
Section 13 If clinical research proves that the relevant biomedical new technology is safe, effective, and satisfies ethical principles, and is proposed for clinical application, eligible medical institutions in the Pilot Zone shall apply for translational application to the Pilot Zone Medical and Drug Regulatory Agencies. The medical institutions in the Pilot Zone shall serve as the applicants for the translational application projects if domestic and overseas medical institutions cooperate with medical institutions in the Pilot Zone on biomedical new technology translational application projects.
开展生物医学新技术转化应用项目的医疗机构，应当符合以下条件：
（一）依法取得医疗机构执业许可，具有三级甲等医院能力，具备与所申请开展的生物医学新技术转化应用相适应的诊疗科目及专业科室；
（二）具备必需的医护人员、研究人员、设施设备和场地；
（三）已建立生物医学新技术转化应用质量管理及风险控制体系；
（四）已成立医疗机构学术委员会和伦理委员会，并建立转化应用项目审查制度；
（五）制定及时处理不良事件、妥善处理医疗事件的应急预案并具备实施能力；
（六）国家和本省规定的其他条件。
省人民政府卫生健康主管部门负责组织对申请转化应用的医疗机构进行资格评估审核，医疗机构可以根据自身科室能力情况分科室申请评估。
If medical institutions carry out biomedical new technology translational application projects, they shall:
(1) legally obtain a medical institution practice license, have the capability of a grade 3A hospital, and possess the medical specialties and specialized departments appropriate for the biomedical new technology translational applications they propose to conduct;
(2) have the necessary medical and nursing staff, researchers, facilities, equipment, and premises;
(3) establish a quality management and risk control system for biomedical new technology translational applications;
(4) establish an academic committee and an ethics committee of the medical institution, and set up a review system for translational application projects;
(5) develop and possess the capability to implement an emergency response plan to promptly handle adverse events and properly manage medical incidents; and
(6) satisfy other conditions as the national and provincial regulations direct.
The Health Department of the Provincial People’s Government is responsible for organizing the eligibility evaluation and review of medical institutions applying for translational applications. Medical institutions can apply for evaluation based on the capabilities of their respective departments.
第十四条　先行区医疗药品监督管理机构受理申请后，应当移交先行区管理机构开展技术评估。先行区管理机构应当及时将技术评估结果报送先行区医疗药品监督管理机构。
先行区医疗药品监督管理机构应当结合技术评估结果，自受理申请之日起六十日内作出转化应用审查决定，符合规定的，予以批准转化应用，告知省人民政府卫生健康、药品监督管理部门和先行区管理机构，并向社会公示；不予批准的，应当说明理由。
先行区管理机构建立生物医学新技术审评专业委员会，负责转化应用项目的技术评估。具体技术评估办法由审评专业委员会制定。
Section 15 After accepting the application, the Pilot Zone Medical and Drug Regulatory Agencies shall transfer it to the Pilot Zone Management Administration for technical evaluation. The Pilot Zone Management Administration shall promptly report the technical evaluation results to the Pilot Zone Medical and Drug Regulatory Agencies.
The Pilot Zone Medical and Drug Regulatory Agencies shall render a decision on the translational application review within sixty days from the date of acceptance thereof, based on the technical evaluation results. If the application is eligible, it shall be approved for translational application, and the Health Department, the Drug Regulatory Department of the Provincial People’s Government, and the Pilot Zone Management Administration shall be notified, and a public announcement shall be made. If the application is dismissed, the reasons shall be given.
The Pilot Zone Management Administration shall establish a Biomedical New Technology Review Expert Committee responsible for the technical evaluation of translational application projects. The specific technical evaluation methods shall be prepared by the Biomedical New Technology Review Expert Committee.
第十五条　先行区医疗机构在获准生物医学新技术转化应用后，应当向省人民政府医疗保障、卫生健康主管部门申请价格备案。
省人民政府医疗保障、卫生健康主管部门完成价格备案后应当向社会公示。先行区医疗机构按照公示价格收费，接受社会监督。
Section 16 After obtaining approval for the translational application of biomedical new technologies, medical institutions in the Pilot Zone shall apply for price filing to the Medical Security Department and the Health Department of the Provincial People’s Government.
Upon completing the price filing, the Medical Security Department and the Health Department of the Provincial People’s Government shall publicly disclose the price. The medical institutions in the Pilot Zone shall charge according to the disclosed prices under public supervision.
第十六条　存在下列情形之一的，不得开展生物医学新技术临床应用：
（一）未经临床研究证明安全性、有效性的；
（二）存在重大伦理问题的；
（三）未通过转化应用项目审查，或者转化应用项目依法已经暂停或者终止实施的；
（4） 法律法规和国家明令禁止的。
Section 16 The clinical application of biomedical new technologies shall not be carried out if:
(1) the safety and effectiveness have not been proven through clinical research.
(2) there are significant ethical issues; 
(3) the translational application project has not passed the review, or the translational application project has been lawfully suspended or terminated; or
(4) laws, regulations, or the State expressly forbids.
第十七条　获准生物医学新技术转化应用的医疗机构开展生物医学新技术临床应用，应当依法加强医疗技术临床应用管理，定期组织对本机构技术能力和安全保障能力进行评估。
先行区医疗机构及其医务人员应当严格掌握适应证，遵守各项技术操作规范，合理、规范使用进入临床应用的生物医学新技术。
先行区实行生物医学新技术转化应用备查制度。医疗机构应当存留制备、质检记录和应用记录等临床实施患者或者个体的全部记录。
Section 17 Medical institutions approved for the translational application of biomedical new technologies shall lawfully promote the management of the clinical application of medical technologies and regularly organize evaluations of their technical capabilities and safety assurance capabilities.
Medical institutions and their medical staff in the Pilot Zone shall strictly adhere to the indications, comply with various technical operation standards, and use biomedical new technologies that have entered clinical application in a reasonable and standardized manner.
The Pilot Zone applies a filing system for the translational application of biomedical new technologies. Medical institutions shall retain all clinical implementation records for patients or individuals such as records of preparation, quality inspection, and application.
第十八条　支持先行区医疗机构在生物医学新技术转化应用过程中真实世界数据的有效积累，提升真实世界数据的适用性。
准予转化应用的生物医学新技术，申请开展药物临床试验，符合国家有关规定的，可以将已获得的转化应用结果作为技术性申报资料提交，用于药品注册申报参考。
对于国外已获得上市许可的生物医学新技术产品，可以按照国家和本省有关规定进口，进行临床研究和转化应用，产生的真实世界数据可以为其在国内上市申请提供数据参考。
Section 19 Medical institutions in the Pilot Zone are supported to effectively accumulate real-world data during the translational application of biomedical new technologies, and improve the applicability of real-world data.
If a drug clinical trial application is made for biomedical new technologies approved for translational application, and complies with applicable national provisions, the translational application results therefrom may be submitted as technical documentation for drug registration.
Biomedical new technology products that have obtained market authorization abroad may be imported for clinical research and translational application in accordance with applicable national and provincial provisions, and the real-world data arising therefrom may be the reference for their domestic market launch application.
第十九条　医疗机构是生物医学新技术临床研究和转化应用的责任主体，医疗机构的法定代表人、主要负责人或者实际控制人是第一责任人。多家医疗机构合作开展的生物医学新技术临床研究和转化应用项目，项目负责人所在医疗机构作为该项目的主要负责单位，承担主体责任；其他参与单位按照其参与的相关工作内容承担相应责任。
Section 19 Medical institutions are the principal entities responsible for the clinical research and translational application of biomedical new technologies. The legal representative, principal person in charge, or actual controller of the medical institution is the first responsible person. If biomedical new technology clinical research and translational application projects are carried out under cooperation with multiple medical institutions, the medical institution where the project leader is resident shall be the principal responsible entity and bear the primary responsibility; other collaborative entities shall bear corresponding responsibilities as divided by their respective work therein.
第二十条　医疗机构及其医务人员对受试者、患者开展生物医学新技术临床研究和转化应用前，应当取得受试者、患者本人或者其监护人的知情同意，并依法对采集的数据进行严格管理。
Section 20 Before conducting clinical research and translational application of biomedical new technologies on trial subjects or patients, medical institutions and their medical staff shall obtain informed consent from such subjects and patients personally, or their guardians, and shall strictly manage the data arising therefrom as law directs.
第二十一条　省人民政府卫生健康主管部门应当会同省人民政府药品监督管理部门、先行区管理机构等有关单位加强对先行区生物医学新技术临床研究和转化应用活动的监督、指导，根据生物医学新技术类别，制定生物医学新技术临床研究和转化应用相关技术规范、操作规程等，完善质量控制、风险防范、应急措施等方面的制度规范。
先行区医疗药品监督管理机构应当对在先行区开展的生物医学新技术临床研究和转化应用活动进行定期检查、随机抽查、有因检查等，及时对发现的问题指导纠正，依法依规予以处置，并将检查和处置结果报告省人民政府卫生健康、药品监督管理部门。
Section 21 The Health Department of the Provincial People’s Government, in collaboration with the Drug Regulatory Department of the Provincial People’s Government, the Pilot Zone Management Administration, and other relevant entities, shall promote the supervision and guidance of clinical research and translational application activities of biomedical new technologies in the Pilot Zone. They shall prepare applicable technical standards, operating procedures, and other regulations for the clinical research and translational application of biomedical new technologies in light of their categories, and improve systems for quality control, risk prevention, and emergency measures, among others.
The Pilot Zone Medical and Drug Regulatory Agencies shall conduct regular inspections, ad hoc checks, and cause-based inspections over biomedical new technology clinical research and translational application in the Pilot Zone. They shall promptly guide and correct identified issues, handle them as laws and regulations direct, and report the results therefrom to the Health Department and the Drug Regulatory Department of the Provincial People’s Government.
第二十二条　先行区管理机构应当会同省人民政府卫生健康、药品监督管理部门和海关等单位，建立先行区生物医学新技术监管服务信息平台，实行可追溯、全链条管理和服务。
在先行区内从事生物医学新技术相关活动的单位，应当将有关数据上传生物医学新技术监管服务信息平台，并保证上传数据的真实性和完整性。
先行区生物医学新技术监管服务信息平台应当按照医疗机构与企业需要，提供相关审批服务、技术支持、交流合作、权益保护等公共服务保障。
Section 23 The Pilot Zone Management Administration shall, in conjunction with the Health Department, the Drug Regulatory Department, the Customs, or other entities of the Provincial People’s Government, shall establish a Biomedical New Technology Regulation and Service Information Platform in the Pilot Zone to provide traceable, full-chain management and services.
Entities engaged in biomedical new technology-related activities in the Pilot Zone shall upload relevant data to the Biomedical New Technology Regulation and Service Information Platform and ensure the authenticity and completeness of the data therefrom.
The Biomedical New Technology Regulation and Service Information Platform in the Pilot Zone shall provide public services and securities such as relevant approval services, technical support, communication and cooperation, and rights and interests protection as required by medical institutions and enterprises.
第二十三条　生物医学新技术转化应用项目发生严重不良反应、差错、事故及聚集性事件时，医疗机构应当立即暂停项目实施，并向先行区医疗药品监督管理机构报告。
先行区医疗药品监督管理机构接到医疗机构报告后，应当会同先行区管理机构对转化应用项目的安全性、有效性等进行再评估，经评估不能保证安全、有效的，应当作出暂停或者终止实施该转化应用项目的决定。先行区医疗药品监督管理机构应当将评估情况和相关处理决定及时向省人民政府卫生健康、药品监督管理部门报告。
Section 24 Medical institutions shall immediately suspend the project and report to the Pilot Zone Medical and Drug Regulatory Agencies in the event of serious adverse reactions, errors, accidents, or clustering incidents in biomedical new technology translational application projects.
Upon receiving the report therefrom, the Pilot Zone Medical and Drug Regulatory Agencies shall, in collaboration with the Pilot Zone Management Administration, reassess the safety and effectiveness of the translational application project. If the reassessment indicates that safety and effectiveness cannot be guaranteed, a decision to suspend or terminate the implementation of the translational application project shall be rendered. The Pilot Zone Medical and Drug Regulatory Agencies shall promptly report the findings therefrom and handling decisions to the Health Department and the Drug Regulatory Department of the Provincial People’s Government.
第二十四条　先行区管理机构应当建立不良事件跟踪监测机制，推动不良事件的救治响应和快速转运措施的落实。
先行区管理机构应当建立不良事件救助机制，鼓励、引导先行区医疗机构依法设立不良事件救助基金，对患者进行救助和补偿。
Section 24 The Pilot Zone Management Administration shall establish a tracking and monitoring mechanism for adverse events to promote the implementation of response and rapid transfer for the treatment of adverse events.
The Pilot Zone Management Administration shall establish a relief mechanism for adverse events, and encourage and guide medical institutions in the Pilot Zone to lawfully establish relief funds for adverse events to provide assistance and compensation to patients.
第二十五条　先行区建立生物医学新技术临床研究和转化应用情况信用评分制度，与医疗机构及相关人员信用记录挂钩，并将信用评分结果应用于医疗机构评审、评优、临床重点专科评估等工作。
Section 26 The Pilot Zone shall establish a credit rating system for the clinical research and translational application of biomedical new technologies, and link it to the credit records of medical institutions and related personnel; the results therefrom shall be applied to the evaluation, excellence evaluation, and assessment of key clinical specialties of medical institutions.
第二十六条　违反本规定，医疗机构未经审查批准擅自在先行区内开展生物医学新技术转化应用的，由先行区医疗药品监督管理机构予以警告、责令其改正，没收违法所得，并可以根据情节处一万元以上十万元以下的罚款；情节严重的，吊销其《医疗机构执业许可证》或者责令其停止执业活动。
Section 27 If a medical institution violates these Provisions by conducting biomedical new technology translational applications in the Pilot Zone without review and approval, the Pilot Zone Medical and Drug Regulatory Agencies shall issue a warning, order rectification, confiscate illegal proceeds, and may impose a fine not less than 10,000 yuan and not more than 100,000 yuan as the severity of the case may be. In serious cases, the Medical Institution Practicing Certificate of such medical institution may be revoked, or it may be ordered to cease practicing.
违反本规定，非医疗机构的单位未经审查批准擅自在先行区内开展生物医学新技术转化应用的，由先行区医疗药品监督管理机构责令停止执业活动，没收违法所得和药品、医疗器械，并处违法所得五倍以上二十倍以下的罚款，违法所得不足一万元的，按一万元计算。
个人在先行区内违法开展未经审查批准的生物医学新技术转化应用的，依照《中华人民共和国医师法》的规定予以处罚。
If a non-medical institution violates these Provisions by conducting biomedical new technology translational applications in the Pilot Zone without review and approval, the Pilot Zone Medical and Drug Regulatory Agencies shall order the cessation of practicing, confiscate illegal proceeds, drugs, and medical devices, and impose a fine not less than five and not more than twenty times the illegal proceeds. If the illegal proceeds are less than 10,000 yuan, the fine shall be calculated as 10,000 yuan.
Individuals who unlawfully conduct biomedical new technology translational applications in the Pilot Zone without review and approval shall be penalized in accordance with the Physicians Law of the People’s Republic of China.
第二十七条　违反本规定的行为，本规定未设定处罚但其他法律法规已设定处罚规定的，依照有关法律法规的规定处罚。
Section 27 Penalties shall be imposed in accordance with applicable laws and regulations if they provide penalties for violations against these Provisions in cases the penalty is not specified herein.
第二十八条　本规定自2025年2月1日起施行。
Section 29 These Provisions shall come into force on February 1, 2025.
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