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天达共和继 2020 年 9 月受邀为 Lexology Getting The Deal Through（“Lexology GTDT”）

出版的《医药医疗并购 2020》撰写中国篇后，近期，本所医药及医疗健康团队合伙人胡晓

华、龚建华律师再次受邀，为 Lexology GTDT 出版的《生命科学 2021》撰写中国篇，中英

文对照版如下： 

 

Organisation and financing of healthcare 医疗健康的组织和融资 

 Organisation 组织 

1. How is healthcare in your jurisdiction organised? 您所在司法管辖区域内，

医疗健康系统的组织架构如何？ 

在中国，国务院和地方各级人民政府领导医疗卫生与健康促进工作。

国家卫生健康委员会是国务院组成部门，负责统筹协调全国医疗卫生与健

康促进工作，国务院其他有关部门在各自职责范围内负责有关的医疗卫生

与健康促进工作。医疗领域的法律及监管政策几乎涵盖了行业各个方面，

包括但不限于：医疗机构、医师护士等执业人员、药品及医疗器械、医疗

保障等。 

医疗领域的法律法规包括不限于:  

序号 名称 主要内容 

1.  
《中华人民共和国基本医疗卫生与

健康促进法》 

中国在卫 生 健 康 领 域 第 一 部 基 础

性 、 综 合 性 的 法 律 ， 涉 及 了 医

疗 卫 生 领 域 的 各 个 方 面 ， 从 基本

医疗卫生服务、医疗卫生机构、医

疗卫生人员、药品供应保障、健康

促进、资金保障、监督管理等方面

进 行 了 规 定 。  

2.  
《中华人民共和国药品管理法》及

其实施条例 

对药品研制、生产、经营、使用和

监督管理活动等进行规范。 

https://law.wkinfo.com.cn/legislation/detail/MTAxMDAxMzQ2NTI%3D?module=&fromType=qrcode&module=medicine
https://law.wkinfo.com.cn/legislation/detail/MTAxMDAxMzQ2NTI%3D?module=&fromType=qrcode&module=medicine
https://law.wkinfo.com.cn/legislation/detail/MTAxMDAxMzMxNzg%3D?module=&fromType=qrcode&module=medicine


3.  
《医疗机构管理条例》及其实施细

则 

对医疗机构的规划布局和设置审

批、医疗机构执业登记、执业活

动、监督管理等进行规范。 

4.  《医疗器械监督管理条例》 
对医疗器械的研制、生产、经营、

使用活动及其监督管理进行规范。 

5.  《中华人民共和国执业医师法》 

对执业医师的考试和注册、执业规

则、考核和培训、法律责任等进行

规范。 

6.  《护士条例》 

对护士的执业注册、权利和义务、

医疗卫生机构的相关职责、法律责

任等进行规范。 

 

In China, the State Council and local governments at all levels lead medical 

care and health promotional work. The National Health Commission is a 

department of the State Council responsible for the overall coordination of 

national medical care and health promotional work. Other relevant departments of 

the State Council take charge of the related work within their respective 

responsibilities. Laws and rules regulate almost the entirety of the healthcare 

sector, including areas such as medical institutions, medical personnel (including 

doctors and nurses), pharmaceuticals and medical devices, and medical insurance. 

The primary laws and regulations that apply to the healthcare sector include: 

• Law of the People's Republic of China on Basic Medical Care and Health 

Promotion: China’s first basic but comprehensive law in the field of health 

care, covering all aspects such as basic medical and health services, medical 

and health institutions and personnel, drug supply , health promotion, 

financial support, supervision and management; 

• Drug Administration Law of the People’s Republic of China and its 

implementation regulations: these regulate drug  research and development, 

manufacturing, distribution and use, as well as the supervision and 

management of the above activities; 

https://law.wkinfo.com.cn/legislation/detail/MTAxMDAxMjQ3MjI%3D?module=&fromType=qrcode&module=medicine
https://law.wkinfo.com.cn/legislation/detail/MTAxMDAxMjM4Mzk%3D?module=&fromType=qrcode&module=medicine


• Administrative Regulations on Medical Institutions and its implementation 

rules: these regulate the planning, layout, establishment approval, 

registration, practice, supervision and management of medical institutions; 

• Regulations on Supervision and Administration of Medical Devices: these 

regulate the research and development, manufacturing, distribution and use 

of medical devices, as well as the supervision and management of the above 

activities; 

• Law on Licensed Doctors of the People's Republic of China: this regulates 

the examination and registration, rules of practice, assessment and training, 

and legal responsibilities of licensed doctors; and 

• Regulations on Nurses: these regulate the registration of nurses and their 

rights and obligations, as well as the duties and legal responsibilities of 

medical institutions. 

 

 Financing 融资 

2. How is the healthcare system financed in the outpatient and inpatient 

sectors? 医疗健康系统对门诊部和住院部是如何资助的？ 

中国基本医疗服务费用主要由基本医疗保险基金和个人支付。公民有

依法参加基本医疗保险的权利和义务。用人单位和职工按照国家规定缴纳

职工基本医疗保险费。城乡居民按照规定缴纳城乡居民基本医疗保险费。  

患者在看病、住院过程中，符合基本医疗保险药品目录、诊疗项目、

医疗服务设施标准以及急诊、抢救的医疗费用，按照国家规定从基本医疗

保险基金中支付。参保人员医疗费用中应当由基本医疗保险基金支付的部

分，由社会保险经办机构与医疗机构、药品经营单位直接结算。 

此外，商业医疗保险亦是医疗保障体系的组成部分，单位和个人自愿

参加。商业医疗保险是商业保险公司销售的医疗保险。投保人根据保险合

同约定交纳一定数额的保险金，当被保险人因为疾病或意外、伤害造成医

疗费用和收入损失，保险公司根据约定金额进行补偿。商业医疗保险是对

基本医保的补充。 

The costs of basic medical services in China are mainly paid by the basic 



medical insurance fund and the individuals concerned. Citizens have the right and 

obligation to participate in the basic medical insurance according to law. Pursuant 

to national regulation, both employers and employees pay basic medical 

insurance premiums for employees, while non-employees pay the premiums 

themselves under the category of urban and rural residents. 

Medical treatment and hospitalisation expenses incurred from, for example, 

drugs, diagnosis and treatment, medical service facilities, emergency and rescue, 

if covered by the basic medical insurance, are then paid from the insurance fund 

in accordance with national regulations. The portion of the medical expenses paid 

by the basic medical insurance fund is settled directly by the insurance agency 

with the medical institutions and the drug distributors. 

Commercial medical insurance is also part of the medical security system 

and is voluntary for employing entities and individuals. Commercial medical 

insurance is sold by commercial insurance companies. The insured person pays a 

certain amount of premium according to the insurance contract. When the insured 

suffers an illness, accident or injury that incurs medical expenses and loss of 

income, the insurance company compensates them at an agreed amount. 

Commercial medical insurance is a supplement to the basic medical insurance. 

 

 Basic structures 基本结构  

3. What are the basic structures of the provision of care to patients in statutory 

and private care? (Emphasise the differences between private and statutory 

care structures.) 在法定和私人护理中向病人提供护理服务的基本结构是什

么？（强调私人护理与法定护理结构之间的区别） 

在中国，基本医疗服务主要由政府举办的医疗卫生机构（Public hospital，

为非营利性医疗机构）提供，社会力量举办的营利性医疗机构（for-profit 

hospital）为补充。 

近十年，公立医院诊疗数量占比为 85%左右，社会办医疗机构诊疗数量占

比 15%左右。 基本医疗服务费用主要从基本医疗保险基金中支付，for-profit 

hospital 医疗费用主要由患者自付或者通过患者购买的商业保险支付。 



In China, basic medical services are provided mainly by public hospitals (non-

profit medical institutions) established by the government and supplemented by for-

profit hospitals run by private entities. 

Over the past decade, the number of consultations in public hospitals accounted 

for about 85 per cent of the total, and the number in private medical institutions 

accounted for about 15 per cent. The expenses of basic medical services are mainly 

paid from the basic medical insurance fund, while the costs of for-profit hospital 

services are mainly self-paid by patients or through commercial insurance purchased 

by them. 

 

Healthcare services 医疗健康服务 

 Authorisation 授权 

4. What steps are necessary to authorise the provision of health services, and 

what law governs this? 授权提供医疗服务需要采取哪些步骤？有哪些法律

对此加以规定？ 

1) 设立医疗机构，首先应向县级以上卫健委申请设置医疗机构，取得

设置医疗机构批准书； 

2) 根据医疗机构的法律主体类型，向相应登记机关（包括：市场监督

管理部门、事业单位登记管理局、民政部门）进行登记； 

3) 由批准其设置的主管卫健委发放《医疗机构执业许可证》。 

涉及的主要法律法规包括：《医疗机构管理条例》《医疗机构管理条

例实施细则》《中外合资、合作医疗机构管理暂行办法》及其若干补充规

定。 

 

To set up a medical institution, one should first apply to the Health 

Commission at or above the county level and obtain an approval for the 

establishment. 

Second, they should register with the appropriate registration authority (such 

as the Market Supervision Administration, the Registration Administration of 



Public Institution or the Civil Affairs Administration), depending on the legal 

entity type of the medical institution.  

Third, they should obtain a medical institution practising licence issued by 

the competent health committee. 

The main relevant laws and regulations include the Administrative 

Regulations on Medical Institutions, the Rules for Implementation of the 

Administrative Regulations on Medical Institutions and the Provisional Measures 

for the Administration of Medical Institutions in the Form of Sino-foreign Equity 

or Contractual Joint-Venture and its supplementary provisions. 

 

 Structure 结构 

5. Which types of legal entities can offer healthcare services? 哪些类型的法律

实体可以提供医疗健康服务？ 

医疗机构的举办人可以是政府、事业单位、企业、社会团体和其他社

会组织，以及个人。《医疗机构管理条例实施细则》将医疗机构分为十四

类，主要包括：医院、妇幼保健院、社区卫生服务中心或服务站、乡镇或

街道卫生院、疗养院、门诊部、医务室、急救中心、临床检验中心、专科

疾病防治院、护理院等类别。 

The sponsors of medical institutions can be governments, public institutions, 

enterprises, social groups and other social organisations, as well as individuals. 

The Rules for Implementation of the Administrative Regulations on Medical 

Institutions classifies medical institutions into 14 categories, which mainly 

include hospitals, maternal and child care centres, community health centres or 

service stations, township or neighbourhood health centres, sanatoriums, 

outpatient clinics, dispensaries, emergency centres, clinical testing centres, 

specialist disease prevention and treatment centres, and nursing homes. 

 

 Services of foreign companies 外国公司服务 

6. What further steps are necessary for foreign companies to offer health 

services?外国公司需要采取哪些进一步措施来提供医疗服务？ 



中国对于外资办医在行业准入、主体资格、投资总额等方面存在明确

限制性规定。除符合条件的港澳台投资者，可以在试点区域投资设立独资

医院以外，其他外国投资者只能以合资方式投资医疗行业，且持股比例一

般不得超过70%。此外，中外合资双方应具有医疗行业投资与管理经验，并

应符合下列要求之一：（i）能够提供国际先进的医疗机构管理经验、管理

模式和服务模式；（ii）能够提供具有国际领先水平的医学技术和设备；

（iii）可以补充或改善当地在医疗服务能力、医疗技术、资金和医疗设施方

面的不足。设立中外合资医疗机构，必须是独立法人；投资总额不得低于

2000万元人民币；合资期限不超过20年。 

In China, there are clear restrictions on the access to the healthcare industry, 

such as the qualification of the investor and the total investment amount with 

regard to foreign investment. In addition to the qualified investors from Hong 

Kong, Macao and Taiwan as defined in certain rules and regulations, who can 

invest for the establishment of wholly-owned hospitals in the pilot area, other 

foreign investors can only invest in the medical industry in the form of joint 

venture, and their shareholding ratio should not exceed 70%. Moreover, both 

parties to the joint venture should have investment and management experience in 

the medical industry, and should meet one of the following requirements: (i) be 

able to provide international advanced management experience, management 

mode and service mode of medical institutions; (ii) be able to provide 

international leading medical technology and equipment; (iii) be able to 

supplement or improve local medical service capacity, medical technology, funds 

and medical facilities. The Sino-foreign joint venture medical institution to be 

established must be an independent legal person; the total investment amount 

should not be less than RMB 20 million yuan; and the term of the joint venture 

should not exceed 20 years 

.Advertising 广告 

 Legislation 立法 

7. Which legislation governs advertising of medicinal products to healthcare 

professionals? 向医疗健康从业人员发布药品广告应适用哪些法律？ 



主要适用法律法规包括《中华人民共和国药品管理法》《中华人民共

和国广告法》《互联网广告管理暂行办法》。 

The main applicable laws and regulations are the Drug Administration Law 

of the People's Republic of China, the Advertising Law of the People's Republic 

of China and the Interim Measures for the Administration of Internet Advertising. 

 

 Main principles 主要原则 

8. What are the main rules and principles applying to advertising of medicinal 

products aimed at healthcare professionals? 针对医疗健康从业人员的药品

广告应适用哪些主要规则和原则？ 

目前，中国规范发布药品广告适用的法律法规并没有区分针对医护人

员的广告和针对普通公众的广告。需要注意的是，处方药只能在主管部门

指定的医学、药学专业刊物上作广告，并且处方药广告应当显著标明“本广

告仅供医学药学专业人士阅读”。 

At present, the applicable laws and regulations in China governing the 

advertising of medicinal products do not distinguish advertisements aimed at 

healthcare professionals from those aimed at the general public. However, 

prescription drugs can only be advertised in medical and pharmaceutical journals 

designated by the competent authority, and advertisements for prescription drugs 

should prominently state: ‘This advertisement is for medical and pharmaceutical 

professionals only’. 

 

 Advertising of medical devices 医疗器械广告 

9. Is the advertising of medical devices to healthcare professionals regulated as 

rigorously as advertising in the pharmaceuticals sector? What are the main 

differences? 对医疗健康从业人员的医疗器械广告监管是否与制药行业的广

告一样严格？主要区别是什么？ 

是的，对医疗器械广告的监管与对药品广告的监管一样严格，关于药

品广告相关的规范也适用于医疗器械。 

Yes, the regulation of medical device advertising is as rigorous as that of 



pharmaceutical advertising, as the same rules apply to both. 

 

Data protection, privacy and digitisation in healthcare 医疗健康中的数据保

护、隐私和数字化 

 Digitisation 数字化 

10. What are the legal developments regarding digitisation in the healthcare 

sector and industrial networks or sales channels (eg, central framework 

conditions for the digital economy)? 在医疗健康行业、工业网络或销售渠道

中，有关数字化的法律发展情况如何？（例如数字经济的中央框架条件） 

在国家政策层面，互联网与医疗健康相结合的方针已经确立，医疗健

康行业的数字化进程在不断推进。《全国医疗卫生服务体系规划纲要》

（2015-2020）提出，到2020年，实现全员人口信息、电子健康档案和电子

病历三大数据库基本覆盖全国人口并信息动态更新，全面建成互联互通的

国家、省、市、县四级人口健康信息平台，实现公共卫生、计划生育、医

疗服务、医疗保障、药品供应、综合管理等六大业务应用系统的互联互通

和业务协同，积极推动移动互联网、远程医疗服务等发展。 

目前，针对远程诊疗、互联网药品销售、个人医疗数据保护、医疗大

数据收集、储存、应用等方面，中国均已制定了相应的法规及政策，并在

不断完善过程当中。 

At the national level, the policy of fusing the internet with healthcare has 

been established, and digitalisation in the healthcare sector is constantly 

advancing. The National Medical and Health Service System Planning Outline 

(2015–2020) proposed that by 2020: 

• the three major databases of population information, electronic health records 

and electronic medical records cover the entire population and be updated 

dynamically;  

• a health information platform of population at the national, provincial, 

municipal and county levels be fully established;  

• the interconnection and interoperability be realised of the six business 



systems of public health, family planning, medical services, medical 

insurance, drug supply and comprehensive management; and  

• the development of mobile Internet and remote medical services be actively 

promoted. 

At present, China has formulated regulations and policies in the field of 

remote diagnosis and treatment, internet drug sales, personal medical data 

protection, and the collection, storage and application of medical big data, and 

these are all in the process of being continuously improved. 

 

 Provision of digital health services 数字医疗服务提供 

11. Which law regulates the provision of digital health services, and to what 

extent can such services be provided? 哪项法律规定了数字医疗服务的提

供，以及在多大程度上可以提供这种服务？ 

数字医疗服务主要适用法规包括：《互联网诊疗管理办法（试行）》

《互联网医院管理办法（试行）》《远程医疗服务管理规范（试行）》。

根据前述规定，数字诊疗服务应由具有相应资质的医疗机构提供，互联网

诊疗仅可以开展部分常见病、慢性病复诊和“互联网＋”家庭医生签约服

务，患者可以获得电子处方。如仅提供互联网健康咨询和健康管理服务

（不涉及开具电子处方、疾病诊断活动），则不适用前述规定。 

According to these regulations, online medical treatment services should be 

provided by medical institutions with appropriate qualifications, and the scope of 

online diagnosis and treatment is limited to carrying out follow-up consultations 

for some common and chronic diseases, and making contract with family doctor 

through internet. Patients can obtain electronic prescriptions through these online 

diagnosis and treatment. The main applicable regulations on digital medical 

services are the Measures for the Administration of Internet Diagnosis and 

Treatment (for Trial Implementation), the Measures for the Administration of 

Internet Hospitals (for Trial Implementation) and the Specifications for the 

Administration of Remote Medical Services (for Trial Implementation). 

 



 Authorities 主管机构 

12. Which authorities are responsible for compliance with data protection and 

privacy, and what is the applicable legislation? Have the authorities issued 

specific guidance or rules for data protection and privacy in the healthcare 

sector?哪些机构主管数据保护和隐私，以及适用的法律是什么？这些机构

是否就医疗健康行业的数据保护和隐私问题发布了具体的指导或规则？ 

数据保护方面的规范性文件一般由工信部参与制定实施，但市场监督

管理局、公安局一般为数据或隐私侵权案件的执法机构，适用的法律或其

他规范性文件包括《网络安全法》《侵权责任法》《电子商务法》《个人

信息安全规范》《大数据安全管理指南》《网络安全等级保护基本要求》

等，就医疗健康行业的数据保护和隐私问题发布的具体指导或规则包括

《关于促进和规范健康医疗大数据应用发展的指导意见》《健康医疗大数

据标准、安全和服务管理办法（试行）》等。 

Regulatory rules on data protection are generally formulated and 

implemented by the Ministry of Industry and Information Technology, while the 

Market Supervision Administration and the Public Security Bureau are usually 

the law enforcement departments for data or privacy infringement cases. The 

applicable laws or other regulatory documents include the Cybersecurity Law, the 

Liability for Tort Law, the Electronic Commerce Law, the Personal Information 

Security Norms, the Guidelines for Big Data Security Management and the Basic 

Requirements for Graded Protection of Cyber Security. Specific guidance or rules 

issued on data protection and privacy in the healthcare sector include the Guiding 

Opinions on Promoting and Regulating the Application and Development of 

Health and Medical Big Data and the Management Measures for the Health and 

Medical Big Data Standards, Security and Services (for Trial Implementation). 

 

 Requirements 要求 

13. What basic requirements are placed on healthcare providers when it comes 

to data protection and privacy? Is there a regular need for qualified 

personnel (for example a data protection officer)? 在数据保护和隐私方面，

对医疗健康服务提供者有哪些基本要求？是否定期需要有关资质人员（例



如数据保护专员）？ 

在数据保护和隐私方面，对医疗健康服务提供者有如下基本要求： 

1）数据收集环节 

应保障数据获取渠道合法，收集患者数据应经患者授权；数据收集应

符合最小必要原则；制定个人医疗数据信息保护制度。 

2）数据存储环节 

满足硬件要求并经国家授权实行数据分级保护、存储。 

3）数据分析、应用环节 

依照国家或地方政府授权运营、使用数据，严格进行数据脱敏，保证

数据使用留痕、可追溯。 

中国尚无关于数据保护方面的专门规定。 

With respect to data protection and privacy, the following basic 

requirements are imposed on healthcare providers: 

• Data collection: data collection channels should be legal and the collection of 

data should be authorised by patients; data collection should conform to the 

principle of minimum necessity; and a system to protect personal medical 

data should be in place; 

• Data storage: this storage should meet the hardware requirements and 

implement classification protection and storage of data to be authorised by 

state; and 

• Data analysis and application: healthcare providers should operate and use 

data in line with national and local government authorisations and strictly 

carry out data desensitisation and ensure data use is traceable. 

China has no specific regulations on data protection officers or other 

qualified personnel. 

 

 

 Common infringements 常见侵权行为 

14. What are the most common data protection and privacy infringements 



committed by healthcare providers ? 医疗健康服务提供者最常见的数据保

护和隐私的侵权行为是什么？ 

具体行为包括：未经同意，收集、储存、使用、出卖患者医疗信息，违法

公开患者信息等。 

Common infringements include collecting, storing, using and selling patients’ 

medical information without consent, and illegally disclosing patient information. 
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