 
彰化基督教醫院
Changhua Christian Hospital
臨床試驗外部醫療儀器使用申請單
Application for Using Medical Devices 
that are not the Assets of this Hospital in Clinical Trials
	品   名Product Name
	
	廠  牌Brand
	

	型號
Model No.
	
	廠商

Manufacturer
	

	序號
Serial Number
	
	廠商電話
Phone Number of Manufacturer
	

	使用單位

(代碼及名稱)
Organization

(code and name)
	4607/臨床試驗中心
4607/Center for Clinical Trials
	使用單位試用人員Sample Tester 
	

	用途說明Description for Use
	□臨床試驗
   計畫編號：_____________  IRB NO：____________ 試驗主持人：__________
說明：

□Clinical trial
Protocol No.: _____________ IRB No.: _____________ 
Principal Investigator: _____________

Description:



	使用　期間Term of Usage
	　　　年　　　月　　　日　~　　　　年　　　月　　　日

　　　/　　/　　　(YYYY/MM/DD) ~ 　　　/　　　/　　　(YYYY/MM/DD)

	維護期間Frequency of Maintenance
	每    
應由                    公司
提供維護服務
Every     Maintenance service is to be provided by                      company.

	校正期間Frequency of Calibration
	每    
應由                    公司
提供校正服務
Every      Calibration service is to be provided by                      company.

	設備提供者聯絡資訊

Contact Information of Equipment Provider
	設備提供者：                               
聯絡人：　　　　　　　　　　　　　　　　
聯絡人電話：　　　　　　　　　　　　　　
Equipment Provider:                                
Contact Person: 　　　　　　　　　　　　　　　　
Telephone Number of Contact Person:　　　　　　　　　　　　　　

	設備提供者聯絡資訊Topic of Review
	· 經衛生福利部醫療器材許可證(影本)
· 貨品進口同意書(影本，經衛生福利部核准)
· 合約中加註由試驗委託者／受託研究機構負責維護及校正，若因正常使用本儀器造成損害，由試驗委託者負責。

· 特殊水、電、氣的需求，請提供資料

· 為游離輻射設備

□其他：_______________
·  Approval for medical devices from the Ministry of Health and Welfare (copy)

· Approval for Import (copy, approved by the Ministry of Health and Welfare)

· Clarify in agreement that Sponsor/CRO is responsible for maintenance and calibration, but damages arising from regular use of this equipment are the responsibilities of sponsor.
· Provide the information regarding the specific water/gas plumbing and electricity needs

· It is an equipment emitting ionizing radiation

□ Others: _______________
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One of them apply





兩者擇一








�請填入設備製造商名稱


Fill in the device manufacturer name


�請填入設備製造商電話


Fill in the phone number of device manufacturer


�請填入產品應進行維護之年限，若於試驗期間皆無須維護，煩請提供佐證資料


Fill in the frequency of product maintenance. Proofs should be provided should maintenance is not required during study


�請填入提供維護之廠商


Specify maintenance service provider


�請填入產品應進行校正之年限，若於試驗期間皆無須校正或儀器會自動校正，煩請提供佐證資料


Fill in the frequency of product calibration. Proofs should be provided should calibration is not required during study, or the device is capable of performing automatic calibration


�請填入提供校正之廠商


Specify calibration service provider





