Attachment
Qualification Assessment Application Form for Medical Institutions in the Hainan Boao Lecheng International Medical Tourism Pilot Zone of the Hainan Free Trade Port to Use Imported Drugs and Medical Devices in Urgent Clinical Need
	Institution name
	

	Address
	

	Registration number of the Practicing License for a Medical Institution
	
	Unified social credit code
	

	Institution type
	
	Institution grade
	

	Institution nature
	
	Number of registered beds
	
	Number of beds actually available
	

	Department(s) applying to use imported drugs and medical devices in urgent clinical need
	

	Legal representative
	
	Tel.
	

	Contact person
	
	Tel.
	

	Application requirements
	i. The applicant has obtained the Practicing License for a Medical Institution in accordance with the law, has the capabilities of a Grade A tertiary hospital, and has specialized departments and professionals that require using the imported drugs and medical devices in urgent clinical need as requested (including the remote diagnosis and treatment team);
	□Yes □No

	
	2. The applicant has distribution, transportation, and storage safeguards and management systems in compliance with the nature of the imported drugs and medical devices in urgent clinical need and the requirements stated in the specifications.
	□Yes □No

	
	3. The applicant has established a monitoring institution for adverse reactions/events in drugs and medical devices, and the institution is staffed by dedicated and well-trained personnel who can properly perform their duties to monitor adverse reactions/events.
	□Yes □No

	
	4. The applicant has contingency plans and response capabilities against possible serious adverse reactions/events in imported drugs and medical devices in urgent clinical need.
	□Yes □No

	List of supporting documents
	(Attached to additional pages if necessary)

	
	

	
	

	
	

	
	

	The applying department of our institution has conducted a self-assessment and confirms that it meets the requirements for using imported drugs and medical devices in urgent clinical need. It hereby undertakes as follows:
I. It will use licensed drugs and medical devices in strict accordance with the relevant rules, such as the Regulations on Administration of Medical Institutions, Medical Quality Management Measures, and Regulations of the Hainan Boao Lecheng International Medical Tourism Pilot Zone of the Hainan Free Trade Port on the Administration of Imported Drugs and Medical Devices in Urgent Clinical Need.
II. It undertakes that all the information and materials it provides are true and accurate.


Institution Name (Seal):	         Legal Representative (Signature):
MM DD, YYYY

	Note
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