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药械企业提供以下真实世界研究试点申请材料：

1. 证明性文件

2. 主要研究者信息

3. 研究方案

4. 数据采集与质量控制计划

5. 整体工作计划

乐城管理局
审 核

海南省药监局

通知药械企业，

召开沟通交流

会

反馈结果

海南省药监局在 45个工作日内，向申请企业书面反馈审核结果

启动研究

纳入真研试点的产品，药械企业按照申报方案启动在真实世界研究

1. 咨询电话：(0898) 62688287

2. 电子邮箱：balc_zhenyanchu@163.com

3. 申报资料邮寄地址：海南省琼海市中原镇康祥路 32号乐城管理局

联系方式：

落地使用

药械产品在乐城园区医疗机构临床使用

国际创新药械产品

药械企业有意愿开展以注册为目的真实世界研究



Lecheng Real World Study Application Flow Chart
for International Innovative Medical Products
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Products Using
The products has been used in the Lecheng Medical Institutes.

Application Documents
The International Medical Company provides the following required documents as
an application for entering RWS pilot projects:

1. Certificate
2. Biography of main researchers
3. Research plan
4. Plan on data collection and quality control
5. Overall projects plan

Lecheng
Administration
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forcommunicativemeeting

Approval Result
The Hainan Medical Products Administration will provide formally
written feedback on the approval result within 45 working days.

Launch Project
The Medical Company launch RWS on the product approved according to the application research plan.

1. Telephone：+86 (0898) 62688287
2. E-mail：balc_zhenyanchu@163.com
3. Please send application materials to the address:
Lecheng Administration, Kangxiang Road 32，Zhongyuan Town, Qionghai, Hainan

Contact:

International Innovative Medical Products
Intends to develop Real-World Research project of international innovative products

for purpose of registration in Boao Lecheng.


