Supplementary Table 2.1 Description of Major Policies and Activities Across the Four Phases of the Hainan Digital Therapeutics (DTx) Policy Lifecycle
	Phase
	Policies or Activities
	Description

	Origin
	14th Five-Year Plan for Digital Health Development in Hainan Province
《海南省数字健康“十四五”发展规划》
	Established digital health as a strategic priority for Hainan and outlined the development direction for digital medicine, healthcare data infrastructure, and innovative digital health technologies, creating the policy foundation for subsequent DTx initiatives.

	Design
	Hainan Digital Therapeutics Policy Innovation Week
海南数字疗法创新周
	Brought together policymakers, regulators, industry representatives, clinicians, and researchers to identify barriers to DTx development and build consensus on a coordinated policy framework supporting the emerging DTx ecosystem.

	Active Implementation
	Hainan DTx Policy Package to Accelerate the Development of the Digital Therapeutics Industry*
《海南省加快推进数字疗法产业发展的若干措施》
	Introduced comprehensive measures covering product development, clinical evaluation, regulatory approval, market access, payment innovation, and industrial support, forming China’s first systematic DTx policy package.

	Active Implementation
	Policy Notice Regarding the Classification of Digital Therapeutics Software as Medical Devices in Hainan Province
《海南省数字疗法软件医疗器械分类界定工作指引（试行）》
	Clarified the criteria and procedures for classifying DTx software as medical devices, providing regulatory certainty and facilitating product registration, approval, and commercialization pathways.

	Active Implementation
	Three-Year Action Plan (2024–2026) for High-Quality Development of Hainan Province’s Digital Health System and Digital Health Economy
《海南省数字健康体系与数字健康经济高质量发展三年攻坚行动计划（2024—2026年）》
	Set specific targets and implementation priorities for digital health infrastructure, innovation, industrial development, and healthcare digitalization, further integrating DTx into Hainan’s broader digital health strategy.

	Active Implementation
	Policy Notice on the Management of Pricing and Reimbursement for Digital Therapeutics
《海南省卫生健康委员会关于做好数字疗法收费管理工作的通知》
	Established principles for DTx pricing and service charging, creating an initial payment framework and exploring reimbursement mechanisms to support sustainable adoption in clinical practice.

	Early Sustainment
	Measures to Support the High-Quality Development of the Digital Therapeutics Industry in Hainan Province
《关于支持数字疗法产业高质量发展的若干措施》
	Strengthened long-term support through enhanced regulatory facilitation, industrial incentives, clinical application promotion, and ecosystem development, aiming to sustain DTx innovation and scale-up.


NOTE: *The specific content of the policy texts is provided in Table S1.2.

Supplementary Table 2.2 Detailed descriptions of 21 individual measures of the Digital Therapeutics (DTx) Policy Package to Accelerate DTx Development in Hainan, China
	Policy Measure Categories
	Policy Measures (in Chinese)
	 Policy Measures (Measures and details in English)

	建设全国领先的数字疗法临床科研示范基地 / Build a Nationally Leading Digital Therapeutics Clinical and Research Demonstration Base
	（一）建设一批数字疗法临床试验中心。在全省选择一批具有优势学科的三级医院建立数字疗法临床试验中心，如博鳌乐城国际医疗旅游先行区数字疗法临床研究及转化基地、精神障碍数字疗法临床试验中心、儿童注意力缺陷与多动障碍及孤独症数字疗法临床试验中心、肿瘤数字疗法临床试验中心、眼科数字疗法临床试验中心、睡眠数字疗法临床试验中心等。(责任单位：省卫生健康委、省药监局、博鳌乐城国际医疗旅游先行区管理局；落实期限：2022年10月31日前)
	1. Establish digital therapeutics clinical trial centers
- Select a group of top-tier hospitals across the province with strong specialty disciplines to establish DTx clinical trial centers. 
- Specific centers include: Boao Lecheng International Medical Tourism Pilot Zone DTx Clinical Research and Translation Base, Mental disorders DTx Clinical Trial Center, ADHD and Autism in Children DTx Clinical Trial Center, Oncology DTx Clinical Trial Center, Ophthalmology DTx Clinical Trial Center, Sleep Disorders DTx Clinical Trial Center.
Responsible Units/Actors: Provincial Health Commission, Provincial Drug Administration, Boao Lecheng Admin Bureau
Deadline: October 31, 2022

	建设全国领先的数字疗法临床科研示范基地 / Build a Nationally Leading Digital Therapeutics Clinical and Research Demonstration Base
	（二）鼓励开展数字疗法技术攻关与临床转化。鼓励医疗机构及高校院所开展数字疗法科学研究，推动临床转化。积极组织申报省重点研发专项、省自然科学基金等科技专项资金，探索通过“揭榜挂帅”等方式吸引优势力量进行数字疗法产业重点关键技术攻关。鼓励开展国际科研合作，发展数字疗法全球科研项目合作平台。支持数字疗法产品研发创新，可利用省生物医药产业研发券及省内其他研发创新支持政策，根据数字疗法产品研发及产业化的不同阶段性成果，分步给予企业、高校和医疗机构相应补助和奖励。支持医疗机构对积极开展和承接数字疗法临床研究的人员在岗位设置、职务晋升、评奖推优等方面给予一定的倾斜，在公立医院内部绩效分配时适当加大对数字疗法临床研究人员的倾斜，允许数字疗法职务科技成果转化现金奖励计入当年单位绩效工资总量，不受总量限制，不纳入总量基数，不作为社会保险缴费基数。(责任单位：省科技厅、省工业和信息化厅、省卫生健康委、省委人才发展局、省人力资源社会保障厅、省教育厅；落实期限：2022年12月31日前)
	2. Promote R&D and clinical translation of DTx 
- Encourage hospitals and research institutes to engage in DTx scientific research and clinical translation.
- Apply for special provincial R&D funds such as the Key R&D Projects and the Natural Science Foundation. 
- Explore “revealed champion” (揭榜挂帅) innovation models to attract top talent for key DTx technological breakthroughs.
- Promote international collaborations and create global research project platforms.
- Use biopharmaceutical R&D vouchers and other provincial innovation support to provide phased subsidies and awards to enterprises, universities, and hospitals. 
- Support clinical researchers with advantages in job settings, promotion, awards, and internal performance evaluation in public hospitals.
- Permit earning cash rewards from DTx-related scientific achievements, and it need to be excluded from performance pay caps and social insurance contribution base.
Responsible Units: Department of Science and Technology, Department of Industry and IT, Provincial Health Commission, Provincial Talent Development Office, Department of Human Resources and Social Security, Department of Education
Deadline: December 31, 2022

	[bookmark: OLE_LINK2][bookmark: OLE_LINK1]建设全国领先的数字疗法临床科研示范基地 / Build a Nationally Leading Digital Therapeutics Clinical and Research Demonstration Base
	（三）加快建设数字疗法公共服务和管理平台。在相关部门网站上建立数字疗法产业发展专项通道，支持企业、医疗机构、临床医生等数字疗法参与方提交临床试验需求，帮助各方快速对接和匹配资源。建立数字疗法临床试验公示系统，数字疗法企业及时上报临床试验具体情况和试验结果，相关信息可作为审批部门的凭证依据。引入一批数字疗法CRO、CDMO企业落户海南，支持海南数字疗法CDMO平台建设，支持CDMO等平台与海南实体医院、互联网医院进行临床试验和市场化合作。(责任单位：省卫生健康委、省药监局、省工业和信息化厅；落实期限：2022年10月31日前)
	3. Develop public service and management platforms for DTx 
- Create a DTx special access channel on relevant government department websites.
- Support enterprises, hospitals, and doctors to submit DTx clinical trial requests and quickly match resources.
- Build a public trial disclosure system where DTx firms report trial details and outcomes, which can serve as regulatory evidence.
- Attract CRO/CDMO DTx firms to Hainan and support the development of a local CDMO platform.
- Encourage clinical and commercial partnerships between CDMO platforms and physical/online hospitals.
Responsible Units: Provincial Health Commission, Drug Administration, Department of Industry and IT
Deadline: October 31, 2022

	加快数字疗法产品注册审批 / Accelerate Registration and Approval of DTx Products
	（四）制定数字疗法产品分类监管和注册审批指导文件。在部门网站上设置数字疗法专栏，列示数字疗法注册审批相关的监管政策和指导文件。依据国家药品监督管理局医疗器械软件类产品分类指导原则、移动医疗器械注册技术审查指导原则及国家标准管理中心分类界定结果等，形成数字疗法分类界定意见并于专栏公布；对数字疗法产品在临床试验、注册审评审批、更新迭代等关键环节可以适用的监管政策、监管文件和操作指引进行分类说明。(责任单位：省药监局；落实期限：2022年12月31日前)
	4. Issue classification and regulatory guidance documents
- Create a dedicated DTx section on government websites listing all relevant regulations.
- Follow NMPA software classification, mobile health registration guidance, and national classification outcomes to publish suggestions on DTx classification definition
- Publish instructions on applicable regulations for clinical trials, registration, iteration, etc.
Responsible Unit: Provincial Drug Administration
Deadline: December 31, 2022

	[bookmark: OLE_LINK3][bookmark: OLE_LINK4]加快数字疗法产品注册审批 / Accelerate Registration and Approval of DTx Products
	（五）建立第二类医疗器械数字疗法产品注册辅导专项通道。在相关部门网站公示数字疗法监管政策咨询专线及邮箱，建立第二类医疗器械数字疗法产品专项辅导快速响应机制，由专人负责数字疗法产品技术咨询，原则上在收到咨询后10个工作日内给予回复。针对企业申请数字疗法产品注册流程和政策开展培训，提升企业申报标准和质量，提高审批通过率。(责任单位：省药监局；落实期限：2022年10月31日前)
	5. Establish dedicated consultation channels for Class II medical DTx product registration
- Publish hotline and email contacts for regulatory inquiries on relevant department websites. 
- Set up a fast-response mechanism dedicated to guiding companies through the registration of Class II DTx products.
- Assign dedicated personnel for technical consultation, with a general requirement to respond within 10 working days. 
- Conduct training for enterprises on registration procedures and policies to improve their application standards and quality. Increase the approval rate for DTx product registrations. 
Responsible Units: Provincial Drug Administration
Deadline: December 31, 2022

	加快数字疗法产品注册审批 / Accelerate Registration and Approval of DTx Products
	（六）出台数字疗法鼓励发展目录，建立特定种类数字疗法绿色审批通道。优先鼓励发展一批循证依据坚实、技术成熟度高、海南临床急需、发展前景广阔的数字疗法产品，建立优先审批通道。制定数字疗法优先审批程序，明确适用优先审批程序需满足的条件及工作程序，在企业按医疗器械注册申报资料要求提交数字疗法产品注册申请后3个月内完成审评审批，其中企业补正资料、专家技术审评不计入时限要求。对未获批的，告知申请方未能通过原因及建议。(责任单位：省药监局；落实期限：2022年10月31日前)
	6. Develop a DTx Encouraged Products Directory and fast-track approval channel
- Prioritize development of DTx products with strong evidence base, high technological maturity, urgent clinical needs in Hainan, and promising future applications. 
- Establish a priority approval pathway for these products.
- Define the conditions and procedures required for inclusion in the fast-track process. 
- Ensure that qualified applications are reviewed and approved within three months (excluding time for applicant resubmissions or expert reviews).
- Provide feedback on unsuccessful applications with reasons and improvement suggestions.
Responsible Units: Provincial Drug Administration
Deadline: December 31, 2022

	加快数字疗法产品注册审批 / Accelerate Registration and Approval of DTx Products
	（七）探索数字疗法备案制，鼓励真实世界数据在产品注册审批和上市临床验证中的应用。对于风险低、适用于筛查、干预等公共卫生领域的数字疗法产品，在符合国家有关审评审批要求的前提下探索通过备案方式快速推广应用。鼓励真实世界研究，充分发挥国家药品监督管理局药品医疗器械监管科学研究基地和国家药品监督管理局海南真实世界数据研究与评价重点实验室的引领作用，以及特许医疗器械产品通过真实世界研究政策获批上市的经验，推进将真实世界数据用于数字疗法产品申报注册依据和数字疗法产品监管决策及上市后临床验证。(责任单位：省药监局；落实期限：长期推进)
	7. Explore DTx product notification system and promote real-world data (RWD) use
- For low-risk DTx products intended for screening and public health interventions, explore a notification-based fast-track application model, provided national evaluation requirements are met.
- Encourage real-world research (RWR) to support DTx registration and post-market validation.
- Leverage the scientific leadership of NMPA’s regulatory scientific research base and Hainan’s RWD evaluation lab, and apply successful regulatory experiences from other pilot devices that used RWD 
- Promote the integration of RWD into regulatory decisions and clinical validation for marketed DTx products.
Responsible Units: Provincial Drug Administration
Deadline: December 31, 2022

	积极推广数字疗法产品应用 / Promote Application of DTx Products
	（八）建设数字疗法推广基地。遴选符合条件的医疗机构作为首批数字疗法诊疗中心，逐步将数字疗法纳入所有符合条件医疗机构的疾病常规诊疗路径。结合海南省“2+3”健康服务包等工作，依托数字疗法提升基层医疗机构医疗服务供给能力和患者个人与家庭的疾病管理能力。鼓励医疗机构在院内推广宣传数字疗法，提高患者和公众对数字疗法的认知水平和使用能力。(责任单位：省卫生健康委；落实期限：2022年12月31日前)
	8. Establish DTx application bases in medical institutions
- Select eligible hospitals as pilot centers for DTx-based care delivery.
- Gradually incorporate DTx into the standard care pathways of all qualifying medical institutions.
- Leverage DTx as part of Hainan’s “2+3” Health Service Package to improve primary healthcare service supply and enhance individual/family-based chronic care.
- Encourage hospitals to actively promote DTx internally.
- Raise awareness and capability of DTx usage among patients and the public.
[bookmark: OLE_LINK5][bookmark: OLE_LINK6]Responsible Units: Provincial Health Commission Deadline: December 31, 2022

	积极推广数字疗法产品应用 / Promote Application of DTx Products
	(九)促进数字疗法与互联网医院融合发展。鼓励医疗机构将数字疗法与互联网医院平台整合，赋予医生在互联网医院开具数字疗法处方的权限。推动互联网医院加大数字疗法产品应用，提升在专病防治和健康干预等领域的服务功能。鼓励医生将数字疗法作为院外管理患者的工具，并结合互联网医院复诊续方、处方流转、医药配送等功能，实现全方位的患者院外管理。通过海南省互联网医院监管平台实现对数字疗法的运营监管。(责任单位：省卫生健康委；落实期限：2022年12月31日前)
	9. Promote integration of DTx with internet hospitals
- Encourage integration of DTx with internet hospital platforms, allowing physicians to prescribe DTx online.
- Promote DTx application in specialty disease management and digital health interventions.
- Enable outpatient follow-up, e-prescription transfer, and medication delivery services.
- Monitor DTx operation via Hainan’s internet hospital regulatory platform.
Responsible Units: Provincial Health Commission
Deadline: December 31, 2025

	积极推广数字疗法产品应用 / Promote Application of DTx Products
	(十)建设全国领先的数字疗法应用示范区域。将数字疗法引入海南医疗卫生改革发展全过程，协同海南分级诊疗制度建设、诊疗中心建设等改革发展工作，支持在城市医疗集团、县域医共体、胸痛中心等五大中心中推广应用临床需求急迫、临床价值突出的数字疗法产品。鼓励应用数字疗法产生的患者数据支持二级、三级医院医生对疑难重症的诊断，支撑基层医疗机构医务人员完成慢病患者管理和病情追踪。推进区域医疗信息化建设，打通数字疗法与区域电子病历数据库、电子健康档案数据库接口。依托海南省“三医联动一张网”平台，实现对数字疗法的综合监管。(责任单位：省卫生健康委；落实期限：2022年12月31日前)
	10. Establish national demonstration zones for DTx applications
- Integrate DTx throughout Hainan’s healthcare reform initiatives.
- Support deployment in urban medical groups, county health communities, and major specialty centers.
- Use DTx-generated data to aid secondary and tertiary hospitals in diagnosing complex diseases and help primary care in chronic disease management.
- Promote health IT integration between DTx and regional EHR/EMR systems.
- Supervise comprehensively through Hainan’s “Three Medical Linkage One Network” platform.
Responsible Units: Provincial Health Commission
Deadline: December 31, 2022

	积极推广数字疗法产品应用 / Promote Application of DTx Products
	(十一)鼓励社会各方面加大数字疗法产品应用。鼓励相关部门、公益基金会等机构和组织采购数字疗法产品，围绕重点人群、疾病以及多元化、多层次数字健康需求，在更大范围内将数字疗法产品用于心理健康和行为认知等的治疗，有效提升慢性病干预和筛查效果，通过数字疗法技术赋能社区家庭医生，创新服务形式，提高居民健康干预能力。(责任单位：省卫生健康委、省残联；落实期限：2022年12月31日前)
	11. Encourage broader societal use of DTx
- Encourage government agencies, foundations, and organizations to purchase DTx products. 
- Promote DTx use for key populations and disease areas, including mental health and behavioral therapy.
- Improve chronic disease screening and intervention outcomes.
- Empower community family doctors with DTx tools and innovate service delivery to boost population health.
Responsible Units: Provincial Health Commission, Provincial Disabled Persons' Federation
Deadline: December 31, 2022

	四、鼓励探索多种支付方式 / Encourage Diverse Payment Mechanisms
	（十二）鼓励探索“数字疗法+商业保险”产品创新。在博鳌乐城国际医疗旅游先行区试点探索将数字疗法作为特药险的健康管理服务。鼓励保险公司依法合规将数字疗法作为用户健康管理服务工具，并根据数字疗法收集的真实世界数据按有关规定合理定价。探索开发海南惠民保升级版，将部分数字疗法产品作为健康管理服务纳入保险产品的保障范围。鼓励将数字疗法产品纳入保险机构的保险产品设计体系。支持保险机构产品开发人员参加医疗主管部门组织的数字疗法培训，提升对数字疗法的认知。(责任单位：银保监会海南监管局、省财政厅、省医保局、省卫生健康委、省税务局、博鳌乐城国际医疗旅游先行区管理局；落实期限：2025年12月31日前)
	12. Explore integration of DTx with commercial insurance
- Pilot inclusion of DTx in special drug insurance in Lecheng, as well as explore including DTx in upgraded 'Hainan Huiminbao' plan.
- Allow insurers to price DTx services based on RWD. 
- Train insurance product developers in DTx. 
Responsible Units: Hainan Banking & Insurance Regulatory Bureau, Finance Dept., Medical Insurance Bureau, Health Commission, Tax Bureau, Lecheng Admin Bureau
Deadline: December 31, 2025

	四、鼓励探索多种支付方式 / Encourage Diverse Payment Mechanisms
	（十三）鼓励将数字疗法纳入医疗服务项目技术规范和收费范围。探索数字疗法价格形成机制和医保支付模式。根据特定疾病实际诊疗需求，积极探索临床使用数字疗法价格形成机制，合理制定数字疗法收费标准，数字疗法医疗服务价格项目由医疗机构向省医保局提出申请，经组织论证和履行相关程序后公布执行；按照以与经济发展水平相适应为前提、以体现医保社会公平性为指导、以提升价值为核心的医保战略购买原则，研究将临床价值高、经济性评价优良、医保基金和参保人可承受的数字疗法产品或医疗服务纳入医保支付范围。将医疗机构使用的数字疗法产品纳入医疗服务收入范围。(责任单位：省医保局、省卫生健康委；落实期限：2022年12月31日前)
	13. Include DTx in service pricing and medical insurance coverage
- Explore pricing models and reimbursement strategies.
[bookmark: OLE_LINK8][bookmark: OLE_LINK7]- Allow hospitals to apply to provincial government for inclusion of DTx in medical service charge lists.
- Develop reasonable DTx pricing based on disease-specific treatment needs.
- Include high-value, cost-effective DTx services/products within insurance coverage.
- Incorporate DTx used by hospitals into total medical service income.
Responsible Units: Provincial Medical Insurance Bureau, Provincial Health Commission
Deadline: December 31, 2022

	四、鼓励探索多种支付方式 / Encourage Diverse Payment Mechanisms
	（十四）支持探索数字疗法与医保支付方式改革相结合。结合全省医保支付方式改革进展情况，选取已经开展数字疗法并积累相关数据的医疗机构，支持数字疗法在医疗成本管控和健康管理中的应用，探索数字疗法与推进按病种付费相结合的有效形式，促进构建基于价值和数据高效管用的支付机制形成。(责任单位：省医保局、省卫生健康委；落实期限：2022年12月31日前)
	14. Integrate DTx into healthcare payment reforms
- Designate hospitals with DTx experience as pilot sites for integrating healthcare payment reforms.
- Use DTx for cost control and chronic care management. - Integrate with DRG or disease-based payment reforms.
Responsible Units: Provincial Medical Insurance Bureau, Provincial Health Commission
Deadline: December 31, 2022

	五、加强数字疗法宣传和产业集群建设 / Strengthen Awareness and Industry Cluster Development
	（十五）高质量打造数字疗法产业集群。梳理国内外数字疗法企业和潜在意向企业，形成企业名录，实施全产业链精准招商。依托海南自由贸易港政策优势和数字疗法全周期政策支撑体系，以及电子处方中心等高水平数据平台，吸聚创新资源，结合博鳌乐城国际医疗旅游先行区、海南生态软件园、海口国家高新技术开发区、海口复兴城互联网信息产业园等重点园区的产业基础，打造海南自由贸易港数字疗法若干创新高地和产业集群。(责任单位：省卫生健康委、省发展改革委、博鳌乐城国际医疗旅游先行区管理局、海南生态软件园管理局、海口国家高新技术产业开发区管委会、海口复兴城互联网信息产业园、海南国际经济发展局等；落实期限：2023年12月31日前)
	15. Build high-quality DTx industrial clusters
- Compile a directory of domestic and international DTx enterprises.
- Conduct targeted investment attraction across the entire supply chain.
- Leverage Free Trade Port policy, full-cycle DTx support policies, and data infrastructure (e.g., e-prescription center).
- Establish DTx innovation hubs and clusters in key zones like Lecheng, Eco Software Park, High-Tech Zones. 
Responsible Units: Health Commission, Development and Reform Commission, relevant part authorities (Boao Lecheng Admin Bureau, Eco Software Park Admin Bureau, Haikou High-Tech Zone Committee, and Haikou Fuxingcheng Industrial Park), Hainan International Economic Development Bureau.
Deadline: December 31, 2023

	五、加强数字疗法宣传和产业集群建设 / Strengthen Awareness and Industry Cluster Development
	（十六）积极引入海外数字疗法企业。针对海外不同类型的数字疗法企业采取针对性的政策措施，积极引导海外数字疗法企业与本地医疗机构开展合作，实现海外数字疗法与本地产业链条的深度融合。依托博鳌乐城国际医疗旅游先行区真实世界数据研究应用试点优势，引进一批海外高质量数字疗法产品在国内先行先试，支持其真实世界研究数据用于产品审批。(责任单位：省卫生健康委、省发展改革委、博鳌乐城国际医疗旅游先行区管理局；落实期限：2022年12月31日前)
	16. Attract overseas DTx enterprises
- Tailor policy incentives to various types of overseas DTx firms.
- Encourage partnerships between overseas DTx firms and local hospitals.
- Leverage Lecheng's advantage as a pilot site for real-world data (RWD) research and application to bring high-quality overseas DTx to China for pilot use.
- Support the use of RWD for regulatory approvals.
Responsible Units: Health Commission, Development and Reform Commission, Lecheng Admin Bureau
Deadline: December 31, 2022

	五、加强数字疗法宣传和产业集群建设 / Strengthen Awareness and Industry Cluster Development
	（十七）加快打造海南数字疗法创新岛品牌。在海南举办世界数字疗法大会，通过会议集聚政府政策、头部企业、资本力量、创新技术和人才等资源。发布年度世界数字疗法报告(多语种)，建立数字疗法展示与体验中心，通过虚拟现实、全息投影、数字大屏、实物陈列等技术和手段打造具有一定规模、特色鲜明的数字疗法展馆。(责任单位：省卫生健康委、省商务厅、省发展改革委、海南生态软件园管理局、博鳌乐城国际医疗旅游先行区管理局；落实期限：2022年12月31日前)
	17. Build Hainan’s DTx Innovation Island Brand
[bookmark: OLE_LINK12][bookmark: OLE_LINK11]- Host the World DTx Conference in Hainan
- Publish annual multilingual DTx reports
- Create a DTx exhibition center using VR, holography, and digital displays
Responsible Units: Provincial Health Commission, Provincial Department of Commerce, Provincial Development and Reform Commission, Hainan Eco Software Park, Lecheng Admin Bureau
Deadline: December 31, 2022

	六、规范发展与其他保障 / Promote Standardized Development and Supporting Measures
	（十八）吸引数字疗法相关协会或分支机构落地，制定行业标准，建立信息交流平台。设立数字疗法专家委员会或相关组织，研究制定数字疗法行业标准；定期举办数字疗法培训及学术讨论会议，增强临床医生等各方面对数字疗法的认知，逐步推动数字疗法纳入各类专科疾病诊疗、管理的专家共识。支持成立国际数字疗法产业联盟，组织国内外企业开展数字疗法政策法规、审评审批、医疗价值和医保支付等领域的研讨，为构建创新型商业模式提供国际最前沿的理论指导和实践经验。(责任单位：省卫生健康委；落实期限：2022年12月31日前)
	18. Establish DTx Standards and Associations
- Attract national/international DTx associations to Hainan.
- Establish a DTx expert committee to draft industry standards.
- Host regular trainings and academic events to raise clinical awareness.
- Promote incorporation of DTx into disease-specific expert consensus guidelines.
- Support international alliance formation for DTx policies, regulations, value assessment, and payment models.
Responsible Unit: Health Commission
Deadline: December 31, 2022

	六、规范发展与其他保障 / Promote Standardized Development and Supporting Measures
	（十九）强化数据安全监管，加强数据资源利用。制定有关数字疗法数据安全的政策指引。鼓励利用省政务信息共享交换平台，在依法加强安全保障和隐私保护的前提下，将数字疗法产品采集的居民健康数据汇聚到全省“三医大数据资源中心”，稳妥推进健康医疗数据资源有序开放。加强对数字疗法产品有关用户信息保护技术审核等工作的专项指导，对发生数据泄露情况的严格追究责任。建立用户投诉通道和定期检查、抽查等机制，及时发现和依法处置相关违法违规行为。(责任单位：省委网信办、省大数据管理局、省卫生健康委；落实期限：2022年12月31日前)
	19. Enhance data security and utilization 
- Issue DTx data security guidelines
- Aggregate DTx-generated data into the "Three-Medical Big Data" platform
- Establish accountability for data breaches and privacy violations
- Set up complaint channels and inspection mechanisms
Responsible Units: Provincial Cyberspace Administration, Provincial Big Data Administration, Provincial Health Commission
Deadline: December 31, 2022

	六、规范发展与其他保障 / Promote Standardized Development and Supporting Measures
	（二十）加强数字疗法人才保障。鼓励海南相关院校增设数字疗法课程和专业，支持相关交叉学科发展，加大互联网、大数据、人工智能、生物信息等交叉学科人才培养力度，为数字疗法产业发展提供人才支撑。依托海南医学院成立省数字疗法研究院。落实我省人才落户、购车、住房、医疗等服务保障政策，鼓励支持科研院校、企业积极引进海内外中高层次人才。积极组织数字疗法产业人才申报各级人才项目，支持数字疗法高端紧缺人才按照相关规定享受海南自由贸易港个人所得税优惠政策。(责任单位：省教育厅、省卫生健康委、省财政厅、省委人才发展局、省工业和信息化厅、海南国际经济发展局、海南大学、海南医学院；落实期限：2022年12月31日前)
	20. Strengthen DTx Talent Development
- Encourage universities to launch DTx courses and majors
- Support interdisciplinary talent training (AI, big data, bioinformatics)
- Establish Hainan DTx Research Institute at Hainan Medical University
- Implement Free Trade Port talent policies towards DTx talents for housing, vehicles, healthcare, etc, as well as support talent project applications and income tax incentives
Responsible Units: Department of Education, Health Commission, Finance Dept., Talent Development Office, Industry and IT Dept., International Economic Development Bureau, Hainan University, Hainan Medical University
Deadline: December 31, 2022

	六、规范发展与其他保障 / Promote Standardized Development and Supporting Measures
	（二十一）发挥自贸港基金作用，采取股权投资方式支持数字疗法产业发展。充分发挥海南自由贸易港建设投资基金的杠杆作用，按照政府引导、市场化运作的方式与产业资本、金融资本合作，推动设立医疗健康领域子基金，投向数字疗法产业，支持海南数字疗法企业发展。(责任单位：省财政厅、省卫生健康委；落实期限：2022年12月31日前)
	21. Use Free Trade Port investment funds to support DTx through equity financing
- Utilize Free Trade Port construction investment funds for equity investment in DTx enterprises.
- Government collaborate with private capital to establish healthcare-focused sub-funds targeting the DTx sector.
- Support growth of DTx enterprises in Hainan.
Responsible Units: Finance Dept., Health Commission
Deadline: December 31, 2022







