彰化基督教醫療財團法人彰化基督教醫院                                  

臨床試驗合約書必備條文檢核表
(Checklist for Require the Language of Contract)

1、 說明( Instruction):
為配合我國法律與受試者保護辦公室(Office for Human Subject Protection, OHSP)之政策，以保護臨床試驗受試者與推展臨床試驗成果之目的，本院臨床試驗合約書(以下簡稱合約書)，設有相關的必備條文，受試者保護辦公室於2013-07-01起審查合約書有關受試者保護之條文，並且規範必須經IRB與TFDA審查核准試驗計畫，再經合約書完成用印生效後，方能執行臨床試驗實務，以作為臨床試驗把關的要項之一。為加速臨床試驗計畫合約議約時程，敬請於2013-07-01起申請新案議約時，先自行檢核必備條文(文句不限下文，但文意需要相符合)，送件請一併檢附本檢核表。
In order to support policies of national law and the Office for Human Subject Protection (OHSP), it is the main purpose to protect the human subjects and promote clinical trial achievement, The related essential articles are set forth in the clinical trial contract of Changhua Christian Medical Foundation Changhua Christian Hospital (Hereinafter referred to as the Contract). OHSP has started to review the Contract articles for protecting human subjects since July 1, 2013, and stated that the clinical trials shall not be executed until the Contract has been reviewed and approved by IRB and TFDA, and also the trial is not able to be executed until the Contract with effective seal has been returned, so that the Contract will become one of the key references to the clinical trials. In order to shorten the estimated date for concluding the Contract, please complete the essential articles checklist (no context limits, but content meanings shall be consistent) by yourselves and submit the articles along with the checklist when you applied for the agreement for the new study since July 1, 2013.
謝謝您的配合！Thanks for your coordination!
二、試驗計劃資料與必備條文檢核表(Trial information and essential article checklist)
	計畫編號
Protocol No.
	
	JIRB編號/ IRB編號：     /      
JIRB No./IRB No

	計畫名稱
Protocol Title
	中文Chinese
	

	
	英文English
	

	試驗委託者
Sponsor
	

	受託研究機構
Contract Research Organization
	

	試驗機構

Site
	

	試驗主持人
Principal investigator
	

	必備條文自我檢核Self-check of essential articles

	請於適當空格勾選，並加註合約書對應的條文，或備註其他文件；如合約書無對應的條文，請說明理由。
Please tick appropriate checkboxes and add notes to corresponding articles of the Contract, or remark other documents. Please give your explanations if the Contract has no corresponding articles.

	必 備 條 文 內 容
	參照基準

	受試者因參與本試驗而發生不良反應、傷害或死亡(下稱不良事件)，由研究機構與試驗主持人(合稱研究單位)提供專業醫療及諮詢，贊助商應支付所需之合理醫療費用。
□是，於合約書中第   頁，第    條，合約條文內容為「            」
；或其他合約文件：         
□否，請說明：                                           
If the human subjects suffer from adverse event, harm or death (Hereinafter referred to as the Adverse Event) due to the trial, the research institute and the principal investigator (Hereinafter referred to as the Research Unit together) are responsible for providing professional medical treatment and consultation service. Sponsors shall pay required reasonable expenses for medical treatment.
□ Yes: Article__in page__of the Contract, or other contract articles    
□ No: Please indicate:                                       
	AAHRPP認證評鑑基準第I.8.A.條
Article I.8.A of the AAHRPP

	贊助商或其代理人應負責臨床試驗之資料與安全監測，並提供安全監測報告給計畫主持人及研究單位人體試驗委員會；例行報告應每年/季/月
提供，緊急事件報告應於30日內提出。
□是，於合約書中第   頁，第   條，合約條文內容為「            」
；或其他合約文件：         
□否，請說明：                                           
The Sponsor or its assignee should be responsible for monitoring the Clinical Trial data and safety, and provide Safety Monitoring Report to the Investigator or Institutional Review Board of the Institution. Routine report should be provided annually / Quarterly / per month, and urgent case report should be provided within 30 days.
□ Yes: Article__in page__of the Contract, or other contract articles:  
□ No: Please indicate:                                      
	藥品優良臨床試驗作業準則；
AAHRPP認證評鑑基準第I.8.B條、第I.8.C條與第I.8.E條
Good Clinical Practice;
Article I.8.B, I.8.C and I.8.E of the AAHRPP
備註: AAHRPP認證評鑑中心要求: 緊急事件報告於30日內提出。例行報告應每年或季或月提供，請選擇適合之期限。
Note: AAHRPP certification assessment center requirements: emergency report made within 30 days. Routine reports should be provided on an annual, quarterly or monthly basis. Please select a suitable deadline.

	本試驗期間，若贊助商或其代理人知悉試驗藥品之非預期嚴重不良反應，應依法進行通報。
□是，於合約書中第   頁，第   條，合約條文內容為「            」
；或其他合約文件：         
□否，請說明：                                          
During the trial, once the sponsor or its representative received the unexpected serious adverse event of the investigational medicinal product, shall report according to the regulation.
□ Yes: Article__in page__of the Contract, or other contract articles:  
□ No: Please indicate:                                      
	藥品優良臨床試驗作業準則；
嚴重藥物不良反應通報辦法；
人體試驗管理辦法；
AAHRPP認證評鑑基準第I.8.B條與第I.8.C條
Good Clinical Practice;
Procedure for reporting serious adverse drug reaction; Regulations on Human Trials;
Article I.8.B and I.8.C of the AAHRPP

	本試驗期間與試驗結束後二年內，若贊助商或其代理人知悉試驗藥品攸關受試者安全的重大事件，應自知悉日立即(或知悉日起十五日內)
，以書面通知研究單位，由研究單位評估是否通知受試者。 
□是，於合約書中第    頁，第    條，合約條文內容為「            」
；或其他合約文件：         
□否，請說明：                                           
During the trial period and within 2 years since the end of the trial, once the sponsor or its representative received major event related to the safety of the human subjects, it shall inform the research unit in document format，promptly / within 15 days upon knowing the event. The research unit evaluates if it is necessary to inform the human subjects.
□ Yes: Article__in page__of the Contract, or other contract articles:       
□ No: Please indicate:                                        
	AAHRPP認證評鑑基準第I.8.B條、第I.8.C條與第I.8.E條

備註:
1.期限不限於試驗結束後二年內(建議至少2年)或依試驗分析結果報告通知研究機構及PI期限
2.通知Site之時間點請選擇適合之時間點。

Article I.8.B, I.8.C and I.8.E of the AAHRPP.
Note:
1.The period is not limited to 2 years after the trial (Recommended at least 2 years ), or inform the research institution and the PI deadline according to the final study result report.
2. When to inform Site Please select a suitable time point.

	智慧財產權:
(1) 本試驗所產生案例報告及其他資料(下稱資料)，悉歸贊助商所有，贊助商得以任何形式利用該資料。
(2) 本試驗所產生及包含於資料內之資訊，其智慧財產權歸贊助商所有，但涉及運用研究單位或計畫主持人技術成果或智慧財產所獲得者，另行協議之。
或
(2)本試驗所產生及包含於資料內之資訊，其智慧財產權歸贊助商所有。試驗委託者保證不會使用試驗機構或試驗主持人於試驗前已取得之智慧財產權；如使用試驗機構或試驗主持人於試驗前已取得之智慧財產權，則應依相關法令取得試驗機構或計畫主持人之授權或讓與。

(3) 試驗單位不墊付任何專利申請費用，亦不協助將相關文件送交智慧財產權主管機關申請，但同意將相關文件提供給試驗委託者或其代理人。
□是，於合約書中第   頁，第    條，合約條文內容為「            」
；或其他合約文件：         
□否，請說明：                                                 
Intellectual Property Rights:
(1) The case reports and other data (Hereinafter referred to as the Data) produced by the trial are owned by the sponsor. The sponsor can utilize the Data in any form.
(2) Information produced by the trial and contained in the data, its intellectual property rights are possessed of the sponsor, but it shall be discussed separately if it involves technological achievements of the research unit or the principal investigator, or the obtainer of the intellectual property rights.
or

(2) Information produced by the trial and contained in the data, its intellectual property rights are possessed of the sponsor. The sponsor assures that the intellectual property rights acquired by the site or the investigator prior to the trial will not be used. If the sponsor uses the intellectual property rights of the site or investigator, the authorization or concession of the site or the investigator should be obtained in accordance with relevant laws and regulations.
(3) Site will not advance any patent application fee for Sponsor, nor to deliver related documents directly to Intellectual Property Authorities but will provide to Sponsor or its delegates.
□ Yes: Article_in page__of the Contract, or other contract articles:  
□ No: Please indicate:                                           
	彰基政策必要條文

For policy of C.C.H.

備註:對於(2)，請選擇合適之選項。
Note: For (2), please select the appropriate option.

	文獻發表：
(1) 贊助商有權發表本試驗所產生之任何資料及資訊，毋須經研究單位同意。
(2) 研究單位對本試驗成果及由贊助商提供之背景資料，皆有發表權利，但應於發表前至少六十日送交甲方提供修訂意見，贊助商未於 30 日內表示意見者，視為無修訂意見。贊助商為確認下列條件之一者，有權要求修改發表內容：1)發表內容之正確性。2)智慧財產權已受到保護。3)已提供補充性資訊。
□是，於合約書中第    頁，第    條，合約條文內容為「            」
；或其他合約文件：         
□否，請說明：                                           
Literature Publication:
(1) The sponsor has the right to publish any consent by the research unit.
(2) The research unit has the right to publish the achievements of the trial  and the background data provided by the sponsor, but shall submit the publication document to the party concerned for approval within 60 days upon published date. If the sponsor does not give any suggestion to the submission within_30__day(s), it shall be deemed to have on no amendment.  When the publication submission meets one of the following conditions, the sponsor has the right to modify the published contents: 1) Correctness of the published contents. 2) Intellectual property rights have been protected. 3) Complementary information has been supplied.
□ Yes: Article__in page__of the Contract, or other contract articles:  
□ No: Please indicate:                                      
	AAHRPP認證評鑑基準第I.8.D條

Article I.8.D of the AAHRPP
備註:為避免研究單位遲遲等不到Sponsor回覆意見而無法發表，煩請加入Sponsor審閱期限，超過審閱期限，則研究單位可以逕行發表。
Note: To prevent researcher failing to publish from Sponsor's submissions, please add the Sponsor's review deadline beyond the deadline for review, and researcher may publication.

	受試者因參與本試驗之各項相關醫療費用，均應依法由贊助商支付，不得由健保費用支出，若有違反致研究單位與試驗主持人損害，贊助商應負賠償責任。
□是，於合約書中第    頁，第    條，合約條文內容為「            」
；或其他合約文件：         
□否，請說明：                                           
Participant’s medical costs and expenses incurred for the clinical trial conducted which should be paid by sponsor, it cannot subject to National Health Insurance.  If   such violations cause any damage on investigator/ institution, sponsor should compensate for it.
□ Yes: Article__in page__of the Contract, or other contract articles:  
□ No: Please indicate:                                      
	全民健康保險法第51條第7款
Article 51, paragraph 7, of the National Health Insurance Act, Taiwan.

	準據法與管轄法院：
雙方應遵守赫爾辛基宣言、衛生福利部公告之「藥品優良臨床試驗作業準則」及中華民國相關法令，因本合約涉訟，雙方同意以台灣彰化地方法院為第一審管轄法院。
□是，於合約書中第    頁，第    條，合約條文內容為「            」
；或其他合約文件：            
□否，請說明：                                           
Both parties shall comply with the latest edition of Declaration of Helsinki, Good Clinical Practice announced by the Ministry of Health and Welfare, Executive Yuan, and applicable laws and regulations of R.O.C. In case of a law suit, both parties agree that the Changhua District Court shall be competent court of the first instance.

□ Yes: Article__in page__of the Contract, or other contract articles:  

□ No: Please indicate:                                      
	赫爾辛基宣言；
藥品優良臨床試驗作業準則；
中華民國相關法令
Declaration of Helsinki,Good clinical trial guidelines; Related laws and regulations,Republic of China.

備註:應以試驗執行地相關法令為準據，如涉訟則以研究單位所在地為合意管轄。
Note: 
The relevant laws and regulations should be based on the implementation of the trial. If the litigation is based on the location place of the study is desirable jurisdiction.

	為確保臨床試驗藥品之品質，贊助商或其代理人應: 
(1)試驗藥品入庫時，須檢附運送過程之溫度記錄或相關文件。

(2)試驗藥品有下列情形之ㄧ者，甲方應依乙方書面或電子郵件通知之60日內至臨床試驗藥局完成回收試驗藥品程序:

1)入庫時，藥品破損、包裝不完整或運送過程溫度異常，且經甲方判定無法使用；

2)藥品入庫時有效期限少於90日；注射劑藥品於庫存量不足時，有效期限可縮短至30日；

3)本臨床試驗計畫結案

4)經乙方認定已無受試者需繼續用藥

5)藥品效期屆滿

(3)甲方未於前款期限屆至前領回試驗藥品，應另支付乙方保管費用。前述保管費用以試驗藥品於乙方所佔用空間45×35×20cm為一單位，每一單位每月以20,000元為計算之，未滿一單位者，仍以一單位計算。
□是，於合約書中第    頁，第    條，合約條文內容為「            」
；或其他合約文件：        
□否，請說明：                                           
In order to ensure the quality of the clinical investigational medicinal product, the sponsor or its representative shall：
(1) Attach temperature log during transportation and relevant records, when the investigational medicinal product is put in storage.

(2) The sponsor or its representative should send staff to the research unit to take back the investigational medicinal product according to the deadline stipulated(with 60 days) in the email or the documentation notice by the research unit if one of the following situation happens：

a. The clinical trial is closed.

b. The research unit confirms that no more human subjects need to continue using drugs.

c. When storage the investigational medicinal product, if they are damaged, and package is not complete, or temperature is abnormal during transportation, and the sponsor deems the drugs cannot be used.

d. The expired date is less than 90 days when non-injection drugs are put in storage. And The expired date is less than 30 days when injection drugs are put in storage.

e. The effective date of the stock trial drugs just expire.
If the sponsor fails to take back the investigational medicinal product before deadline stipulated in the email or the documentation notice by the research unit, it shall additionally pay the storage fees to the research unit. The preceding storage fees uses the space (45×35×20cm) of the investigational medicinal product occupied in the research unit as 1 unit. Each unit is calculated on the basis of NTD 20,000. It is still calculated on the basis of 1 unit if it is less than 1 unit.
□ Yes: Article__in page__of the Contract, or other contract articles:  
□ No: Please indicate:                                      
	藥品優良臨床試驗作業準則；彰基臨床試驗藥品管理作業辦法
Good clinical trial guidelines; clinical trial drug management practices at CCH.
備註:
1.注射劑藥品於乙方庫存量不足時，入庫時有效期限可縮短至30日。
2.彰基試驗藥局於藥品到期前1個月會通知效期即將屆滿，於效期屆滿時會通知限期取回。
3.逾期保管費用的性質類似懲罰性違約金，主要目的是為了避免無法使用的試驗藥品繼續存放於機構而壓縮試驗藥局空間。
Note:

1. Injectable drugs is insufficient in the site’s stock, the storage period can be shortened to 30 days.

2. The Pharmacy will be notified the sponsor/CRA about one month before the expiration date of the drug, and will be within a limited time upon expiry of the expiration date.

When the validity period expires of IP, the sponsor/CRA is returned IP within a limited period.

3.For this overdue custody fee of IP, the main purpose is to avoid overdue IP to continue to store place, and reduce the storage space for other IP.

	若贊助商預期增加診次或延長試驗期間，應於四週前書面通知研究單位，由雙方另行協議，研究單位得拒絕同意。除另訂書面協議外，雙方協商同意後，以本合約規定為履約標準。
□是，於合約書中第    頁，第    條，合約條文內容為「            」
；或其他合約文件：         
□否，請說明：                                           
If the sponsor expects to increase the number of visits or prolong the trial period, it shall inform the research unit 4 weeks ahead in a notification form. Both parties negotiate separately, and the research unit may refuse to agree. Unless otherwise agreed in document format, the Contract shall be performed after being agreed by both parties.
□ Yes: Article__in page__of the Contract, or other contract articles:  
□ No: Please indicate:                                      
	彰基臨床試驗合約議約政策與程序
Site’s policy & procedure

備註:增加診次與延長試驗期間應評估PI是否可以配合，並應調整試驗經費。
Note:

It is necessary to evaluate whether PI can be matched during the clinic and extension study period, and the trial funding should be adjusted.

	贊助商提供設備供試驗主持人與試驗機構針對本案為臨床試驗檢測，則贊助商或其指派之代理人應負責維護及校正，並提供維護紀錄，若因正常使用設備造成損害，由贊助商負責。
如雙方合意於試驗後，試驗主持人與試驗機構須返還設備予贊助商，則贊助商應支付包裝及運輸費用。又若經試驗主持人與試驗機構通知贊助商回收返還設備，贊助商於試驗主持人與試驗機構通知日起30日內未為派員回收返還，則試驗主持人與試驗機構不負保管之責。
□是，於合約書中第    頁，第    條，合約條文內容為「            」
；或其他合約文件：         
□否，請說明：                                           
Sponsor and its representatives shall be responsible for the maintenance and calibration of the equipment and shall provide a maintenance record.  Sponsor and its representatives shall be responsible for any damage to the equipment caused by normal usage.
Both agreeing that investigators and site must be return the equipment to the sponsor after the trial, the sponsor shall pay for the packing and shipping costs. If the investigators and site notify the sponsor to collect the returned equipment, the sponsor did not return equipment within 30 days from the date of notification,investigators and site is not responsible for the custody.
□ Yes: Article__in page__of the Contract, or other contract articles:  
□ No: Please indicate:                                      
	彰基臨床試驗合約議約政策與程序(Policy & Procedure)
Site’s policy & procedure

	試驗資料保存及銷燬程序：
(1) 試驗機構及試驗主持人依據藥品優良臨床試驗作業準則及相關法令規定，執行試驗資料之保管，試驗委託者應支付試驗機構及試驗主持人保存試驗資料之費用，除試驗委託者提供其他保管方法與空間，則得免支付上開費用。試驗執行結案後辦理資料保存及保存年限終止執行文件銷燬，應行通知試驗委託者及其代理人，若經試驗機構及試驗主持人通知後30日內，未獲試驗委託者及其代理人回覆，則試驗機構及試驗主持人得逕為資料保存及銷燬程序，銷燬程序則不負資料遺失或滅失之責。
(2) 試驗委託者或其代理人應提供永久聯絡電子郵址及永久聯絡電話（代表號），使試驗機構及試驗主持人得執行上述事務。
      1)承辦單位或窗口：___________________________
      2)永久聯絡電子郵址：___________________________

      3)永久聯絡電話（代表號）：___________________________
      4)永久聯絡地址（代表處）：___________________________
或
(2) 試驗委託者或其代理人將於於試驗執行結案或試驗終止時，得依當時之實際情況提供聯絡人資料，使試驗機構及試驗主持人得通知處理文件保存與銷毀事務。

□是，於合約書中第    頁，第    條，合約條文內容為「            」
；或其他合約文件：         
□否，請說明：                                           
Study documents preservation and destruction procedures: 
(1) Site and Investigator shall store Study Data in accordance with "Good Clinical Study Practice" and the relevant legal provisions.  Study Sponsor shall pay Site and Investigator for the storage of Study Data, unless other storage solutions and space are provided by Study Sponsor, in which case the abovementioned payment shall not apply.  Upon conclusion of the Study, Study Sponsor and its agent shall be notified of the handling of data storage and destruction of the documents at the end of the storage period.  If there is no response within 30 days after being informed by Site and Investigator, Site and Investigator may proceed with the data storage and destruction procedures.  Such destruction shall not account for any loss or destruction of the data. 

(2) Study Sponsor or its agent shall provide a permanent contact email address and telephone number (main line) to Site and Investigator for the execution of the above matters. 

1) Organizing unit or contact person: 

2) Permanent email address: 

3) Permanent telephone number (main line): 

4) Permanent address (main office): 
or
(2)When the Sponsor or its agent will end of the trial execution, it may provide the contact information according to the actual situation at the time  that the Institutions/site and Investigator may notify the processing file preservation and destruction.
□ Yes: Article__in page__of the Contract, or other contract articles:  
□ No: Please indicate:                                      
	彰基臨床試驗合約議約政策與程序(Policy & Procedure)
Site’s policy & procedure



	雙方同意合約呈現各種語言版本，並同時載列中文版本。如遇爭議或有說明之必要時，應以中文版本為準。
□是，於合約書中第    頁，第    條，合約條文內容為「            」
；或其他合約文件：         
□否，請說明：                                           
Should there be any discrepancy between the Chinese and English versions of this Agreement, the Chinese version shall prevail.
□ Yes: Article__in page__of the Contract, or other contract articles:  
□ No: Please indicate:                                      
	彰基臨床試驗合約議約政策與程序(Policy & Procedure)
Site’s policy & procedure



	試驗案有需求額外支出之項目及款項，且超出本合約(含預算)之項目時，試驗機構及試驗主持人應先取得試驗委託者或其代表人之同意與核准，始得直接執行，並由試驗委託者或其代表人支付款項，但若未事先取得試驗委託者或其代表人之同意與核准，則試驗委託者或其代表人得拒絕付款。
□是，於合約書中第    頁，第    條，合約條文內容為「            」
；或其他合約文件：         
□否，請說明：                                           
In the event of an item requiring additional expenditure and exceeding the item of this contract (including budget), the Institution/Principal Investigator shall obtain the consent and approval of the Sponsor before conduction and Sponsor will pay the payment. But Sponsor may refuse to pay the payment, if the prior consent and approval of Sponsor are not obtained.
□ Yes: Article__in page__of the Contract, or other contract articles:  
□ No: Please indicate:                                       
	彰基臨床試驗合約議約政策與程序(Policy & Procedure)
Site’s policy & procedure




請直接至藥學部網頁下載「彰化基督教醫院 試驗委託者/廠商回收臨床試驗藥品須知」最新版本，以免未同步更新造成彼此困擾，建議可連結藥學部網頁(http://pharm.cch.org.tw/index.php?option=com_content&task=view&id=98&Itemid=95)
Please go to the Pharmacy website to download the latest version of "Reminders of Clinical Trial Drugs Recycled by Changhua Christian Hospital" ,  so as not to cause any problems with unsynchronized updates.

贊助商議約代表Sponsor's representative
檢核者姓名Name of reviewer:                  
檢核日期Date of review:                   
研究單位議約代表
複檢者姓名Name of secondary reviewer:                 
複檢日期Date of secondary review:                 
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