Trial Application Form for Responsible AI-Powered Intelligent SaMD

Part I: Basic Information (For vendor applicants, the system will automatically populate this section with the information provided during registration.)
	A. Application information (*Required)

	Application no.
	System generated

	Software name
(zh-TW)
	Enter here

	Software name
(en-US)
	Enter here

	Company
	Enter here
	Contact name
	Enter here

	Company phone
	Enter here
	Mobile
	Enter here

	Department
	Enter here
	Applicant name
	Enter here

	Extension
	Enter here
	MVPN
	Enter here

	Email
	Enter here

	B. Verification of ownership of SaMD source (*Required)

	1. Name of the proprietary manufacturer:
Enter here
(File upload)

Note: Please upload supporting documents regarding the proprietary rights of the product or a signed agreement with the manufacturer.

	2. Does Changhua Christian Hospital hold intellectual property (IP) rights for this SaMD:
 Yes.
 No.

	3. Explanation of intellectual property ownership:
Enter here

	C. Status of regulatory approval (*Required)

	 Approved by the Taiwan Food and Drug Administration (TFDA); applying for clinical trial use.
 Approved by the U.S. Food and Drug Administration (FDA), but not by TFDA; applying for clinical trial use.
 Certified with CE marking (European Conformity); applying for clinical trial use.
 Not approved by relevant authorities in Taiwan or the U.S.; clinical trial application submitted (IRB Approval No.: Enter here).
 Other, please specify: Enter here



	D. Brief description of the intended use and method of the SaMD

	Enter here

Note: You may describe purposes such as improving diagnostic accuracy, assisting medical decision-making, reducing manual labor, or enhancing the timeliness of medical risk alerts.

	E. Risk classification assessment of AI intelligent SaMD (IMDRF)

	1. Self-evaluation of risk classification (IMDRF) [*Required]:
 Class Ⅰ.  Class Ⅱ.  Class Ⅲ.  Class Ⅳ.

	2. Justification for self-assessed risk classification:
Example: The system analyzes results such as “pericardial fat,” “cardiac calcification,” and “aortic calcification,” which are subsequently reviewed by physicians. It doesn’t directly drive clinical management, treatment, or diagnosis, and isn’t used in critical situations.



	Intended healthcare situation for SaMD use
	Significance of information provided by the SaMD for healthcare decision-making

	
	Treatment or diagnosis
	Drives clinical management
	Informs clinical management decisions

	Critical
	IV
	III
	II

	Serious
	III
	II
	I

	Non-serious
	II
	I
	I



	F. The nine principles of transparency and explainability analysis

		Transparency indicator
	Description of AI product transparency indicator

	Details and output of the intervention
	Enter here

	Purpose of the intervention
	Enter here

	Cautioned out-of-scope use of the intervention
	Enter here

	Intervention development details and input features
	Enter here

	Process used to ensure fairness in the development of the intervention
	Enter here



	External validation process
	Enter here

	Quantitative measures of performance
	Enter here

	Ongoing maintenance of intervention implementation and use
	Enter here

	Update and continued validation or fairness assessment schedule
	Enter here






	G. System information of the smart healthcare product

	1. Primary location of computing infrastructure (*Required):
 Department of Information Systems data room (Children’s Hospital Enter hereF, Medical Education & Research Building Enter hereF, or Dr. Landsborough Memorial Building Enter hereF).
 Artificial Intelligence Development Center data room (Dr. Landsborough Memorial Building 4F).
 Clinical-end equipment, please specify the department, e.g., Department of Medical Imaging: Enter here

	2. Primary computing hardware brand/model (*Required):
Example: ASUS/D940MX, Fongcon/FCN-7164GC-T4

	3. Please indicate whether computing resources, such as GPUs/CPUs, are required from the hospital:
 Yes, please specify the resources required for inference as a reference for resource allocation: Enter here
 No, the vendor will provide their hardware.

	4. Method of providing Docker image (*Required):
 Vendor-provided Docker image.
 Detailed list of environment packages and versions.

	5. Primary computing software configuration (OS type & version) [*Required]:
 Windows version: Enter here
 Linux version: Enter here
 Other, please specify: Enter here

Note: Each device should use the latest or long-term support (LTS) version of the operating system. The selected OS should be supported by the vendor for a duration longer than the intended usage period of the SaMD. For example, OS version: Ubuntu 22.04 LTS (Linux).



	6. Services and ports enabled on the operating system (Note: All non-essential services should be disabled, except those necessary for operation.):
	Example: HTTP
	Example: 80

	Example: HTTPS
	Example: 443

	Example: HTTP
	Example: 80

	Example: TCP
	Example: 8001

	Example: TCP
	Example: 8002




	7. Is it necessary to install client software on hospital computers (*Required):
 Yes, please specify the software name, version, and installation location: Enter here
 No, please explain the reason: Enter here

Example for client software installation requirements:
· Accessible via IE/Chrome browser directly (please specify if additional component installations are required).
· Client software needs to be installed in the Department of Medical Imaging, outpatient clinics, or wards.

	8. Type of network connection (*Required):
 Wired.  Wireless.

	9. Network connection speed requirements:
Enter here

	10. Number of required static IP addresses for the host (*Required):
Enter here

	11. Is external network access required (*Required):
 Yes.  No.

	12. Average computation time per case (please specify the computing environment and the required processing time):
Example: 5 minutes (Windows 11 and Ubuntu 22.04, NVIDIA T4)

	13. Storage space planning:
Enter here



	14. Inference result returned to:
 Portal.
 HIS.
 PACS.
 LIS.
 RIS.
 CIS (ICIP/ICCA).
 External system, please specify: Enter here
 Standalone system, no result returned.
 Other, please specify: Enter here

	15. Return method:
 Web service.
 API.
 Intermediate database table.
 Batch result return, please specify (frequency/time): Enter here
 Real-time result return.
 Other, please specify: Enter here

	16. Estimated input data size and volume (based on maximum daily load):
Enter here

	17. Description of required input fields (please list multiple items separately):
	Field name
	Data type/size
	Explanation of personal data or de-identification method
(if the system connects externally, data must be de-identified)

	Enter here
	Enter here
	Example: Only pixel data is read; therefore, no personal data is involved.




	18. Scope of input data source filtering, e.g., specific region, diagnosis, order, procedure, equipment:
	Field name
	Data type/size
	Explanation of personal data or de-identification method

	Enter here
	Enter here
	Enter here



Note: Please describe the output fields. If there are multiple items, list them separately.



	19. Output description (trial output location):
Enter here

	20. User interface display during trial:
Enter here

	21. Trial information content:
Enter here

	22. User interface style for the trial:
 Yes, a user manual for the AI-based SaMD is available.
 No.

	23. System architecture diagram (please describe and upload as an attachment) [*Required]:
Enter here
(File upload)

Note: The diagram should include all devices connected to the service host, e.g., client devices, instruments, switches, network topology (including ports and protocols opened on each device), and data integration flow. These can be illustrated on a single diagram or across multiple diagrams.

	24. System requires integration with hospital information system data sources:
Enter here

Note: This system will be classified internally and will serve as the basis for determining the cybersecurity protection level for the AI product and associated systems. You will be required to complete Part II: SaMD Information Security Assessment upon reply.



Part II: SaMD Information Security Assessment (Recommended to be completed by IT engineers from the development team.)
Information security reference path: 彰基總院 (Changhua Christian Hospital official website)/院內入口網站/KM知識管理 (Staff login required)/知識館/彰基總院/8920_資訊部/ISO 27001資訊安全管理系統作業程序書

Note: To maintain information security, the IT department will continue to conduct security tests after the system is launched. If vulnerabilities requiring improvement are found, the responsible unit (applying department) must request the AI SaMD provider to correct them within a specified timeframe upon notification. If the risks exceed acceptable levels, the trial use must be suspended until the issues are fully resolved.
	A. Has the SaMD for this trial previously passed the trial application process at our hospital? (*Required)

	 Yes.
 No, we agree to cover IT engineer labor costs and request assistance from the CCH Department of Information Systems.

	B. Required level of information system protection

	 Basic.  Moderate.  High.

	C. Have you completed the self-assessment form based on the assigned level (please refer to the cybersecurity checklist: 資安法檢核表)?

	[File upload]

	D. System and application security testing (to be provided as needed based on the protection level)

		Testing items
	Tool
	Tool version
	Feature version
	Report upload

	System security
	Enter here
	Enter here
	Enter here
	System security testing template
(File upload)

	Application dynamic
	Enter here
	Enter here
	Enter here
	Application dynamic testing template
(File upload)

	Application static (source code)
	Enter here
	Enter here
	Enter here
	Application static (source code) testing template
[File upload]



Note:
· Security testing must include the version of the executable program and the version of the detection features (rules).
· Both dynamic and static testing must provide a list of the scanned targets.
· Reports must be written in zh-TW or en-US.

	E. Supplementary explanation for system and software security testing

	Enter here

	F. Encryption mechanism and version used for data transmission

	Enter here






	G. Post-deployment system failure handling mechanism: Is the system used in emergency medical scenarios?

	 Yes.
 No, service will be suspended and operations will revert to manual processes.
 Other, please specify: Enter here

	H. Bypass testing plan (*Required):

	Bypass test report (File upload)

Note: The purpose of the bypass test is solely to verify whether the original workflow is affected when the AI service is interrupted, and whether there is a method to bypass the service (device).
Caution: The workflow referred to here is not limited to operations related to the Portal; it also includes routine operations such as DICOM image uploads from equipment to PACS or other devices connected to this AI service. Please assess the feasibility of the testing plan in advance.

	I. Backup and recovery plan

	Enter here



Part III: Data De-Identification, Retention, and Disposal Management Mechanism (Personal Data Protection)
	A. Data input and processing data retention mechanism

	Item
	Data input from hospital
	Data during processing
	Result data

	Data retention
	 Retained.
 Not retained.
	 Retained.
 Not retained.
	 Retained.
 Not retained.

	De-identification
	 Yes.  No.
	 Yes.  No.
	 Yes.  No.

	Storage location
	 Transmitted back to in-hospital system.
 Uploaded to external system.
 Other, please specify: Enter here
	 Transmitted back to in-hospital system.
 Uploaded to external system.
 Other, please specify: Enter here
	 Transmitted back to in-hospital system.
 Uploaded to external system.
 Other, please specify: Enter here

	Retention period
	Enter here  month(s)
	Enter here  month(s)
	Enter here  month(s)





	Access control mechanism for data handling personnel
	Example: Login via web interface or workstation’s HIS, PACS, etc.
	Example: Login via web interface or workstation’s HIS, PACS, etc.
	Example: Login via web interface or workstation’s HIS, PACS, etc.

	Data handling after trial ends
	 Handled by the Department of Information Systems.
 Handled by the principal investigator.
 Erasure from the hard drive.
 Other, please specify: Enter here
	 Handled by the Department of Information Systems.
 Handled by the principal investigator.
 Erasure from the hard drive.
 Other, please specify: Enter here
	 Handled by the Department of Information Systems.
 Handled by the principal investigator.
 Erasure from the hard drive.
 Other, please specify: Enter here

	Data destruction mechanism
	Enter here
	Enter here
	Enter here

	Declaration:
· The applicant, co-applicant, and unit supervisor guarantee the truthfulness of the content described in this SaMD application. The applicant agrees to bear full responsibility.
· The trial use of this SaMD at Changhua Christian Hospital does not imply certification for commercial use.



