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1.
Purpose目的

The purpose of this section is to provide a form of Confidentiality / Conflict of Interest Agreement and identify who should read, understand, accept, keep in mind, sign and date the form.   The procedures provide details when and where to sign as well as how the signed document should be kept. 

本章節的目的為提供保密/利益衝突協議書一個表格，確認有誰應該閱讀、了解、接受和牢記並簽署。本作業流程提供簽署的細節，及如何保存。

2.
Scope範圍

This SOP covers the Agreements on both Confidentiality and Conflict of Interest concerning information and procedures followed by the IEC/IRB.

此標準作業程序包含與人體試驗(倫理)委員會的保密和利益衝突有關的資訊和作業流程。

3.
Responsibility職責
It is the responsibility of all newly-appointed IEC/IRB members to read, understand, accept and sign the agreement contained in the Confidentiality / Conflict of Interest form before beginning their ethical review tasks with the ...INSTITUTE.... to protect the rights of study participants.   

為了保護受試者的權利，在機構內開始倫理審核之前，所有人體試驗(倫理)委員會新聘任的委員皆有責任去閱讀、了解、接受和簽署協議，包含保密/利益衝突協議。

4.
Flow chart流程圖
	No.
	

Activity活動
	Responsibility職責

	
	
	

	1
	Read the text carefully and thoroughly
仔細和閱讀內文

( 
	IEC/IRB members / guest attendees / observers
人體試驗(倫理)委員會委員/列席者/觀察員

	2
	Ask questions, if any
提出相關疑問

(.

	IEC/IRB members / guest attendees / observers
人體試驗(倫理)委員會委員/列席者/觀察員

	3
	Sign to indicate consent
簽署同意

( 
	IEC/IRB members / guest attendees / observers
人體試驗(倫理)委員會委員/列席者/觀察員

	4
	Keep the Agreement in mind.

牢記協議內容
	IEC/IRB members / guest attendees / observers
人體試驗(倫理)委員會委員/列席者/觀察員


5.
Detailed instructions細則
5.1 Read the text carefully and thoroughly. 仔細和閱讀內文
· Newly appointed members obtain two copies of the Agreement Form FF 01-004.
新聘任的委員將得到兩份FF01-004協議表格。
· Read through the text of the form very carefully.
非常仔細閱讀表格的內容。
· The members fill in their names and their office on the blanks.

委員必需在空格處塡上他們的名字和服務機構。

5.2 Ask questions, if any. 提出相關疑問
· Direct questions to the Secretariat, if any part or sentences is not clear. 
如果有不清楚的部份，可直接詢問秘書處。
· Let the officer explain or clarify the contents of the document.
讓職員解釋或說明文件的內容。
5.3 Sign with consent. 簽署同意
· Sign and date both copies at the document before a member of the Secretariat.
在秘書處人員面前，簽署兩份複本並記上日期。
· Give the forms back to a Compliance Officer to sign and date.
把簽名及記上日期的表格交還給職員。
· The members keep a copy as their records.

委員留一份複本存檔。

5.4
Keep the Agreement in mind. 牢記協議內容
· The Compliance Office keeps a copy of the signed Agreement as the Institute’s records.
職員保存一份簽名的協議複本，當成機構的紀錄。
· Keep the copies in a Confidentiality/Conflict of Interest Agreement file.
複本保存在保密/利益衝突協議的檔案裡。
· Store the file in a secure cabinet with limited key holders.

將檔案儲存在安全的櫃子，並限制鑰匙的擁有人。
6.
Glossary名詞解釋
	Confidentiality

保密性


	The nonoccurrence of unauthorized disclosure of information:

非經授權不得任意公佈資訊

	Confidentiality Agreement
保密性協議
	sometimes called Secrecy or Nondisclosure agreements
有時稱為秘密或不公開協議

An agreement designed to protect trade secrets, information and expertise from being misused by those who have learned about them.
這協議是設計用來保護交易的秘密、資訊和專業，使其他學習者不致於濫用。

The type of information that can be included under the umbrella of confidential information is virtually unlimited.
在保密資料保護下，任何類型的資訊都可被保密。 

Most confidentiality agreements exclude certain types of information from the definition of confidential information. It is very important that the recipient include these exceptions in the confidentiality agreement. 
大部分的保密協議都有排除範圍。在保密協議接受排除範圍是很重要的。
An important point that must be covered in any confidentiality agreement is the standard by which the parties will handle the confidential information. 
當事者將會使用何種保密資料其標準是很重要的部分，必須包含在任何保密協議內。

The agreement must establish a time period during which disclosures will be made and the period during which confidentiality of the information is to be maintained.

協議必須建立在某段期間內，資料將會公開而且在某段期間內將維持資料的保密性。

	Conflict of Interest

利益衝突
	A situation in which a person, such as a public official, an employee, or a professional, has a private or personal interest sufficient to appear to influence the objective exercise of his or her official duties.當一個人，例如公務員，受雇人員或專業人士有個人或私人的利益，充分顯現將影響他或她公務上的責任的客觀活動 。
There are three key elements in this definition: financial interest; official duties; professional interest.
在這個定義有三個關鍵要素：財產利益；公務責任；專業利益。

A conflict of interest occurs when: 一個利益衝突發生在：
· An individual’s private interest differs from his or her professional obligations to the institute. 
個人的利益與他（她）對機構的專業義務分歧時。
· Professional actions or decisions occur that an independent observer might reasonably question. 
超然獨立的觀察員合理地懷疑專業行為或決定時。
· A conflict depends upon situation and not on the character or actions of the individual. 
衝突視情況而定，不是針對個人行為。
· Potential conflicts of interest must be disclosed and managed as per policy. 

潛在的利益衝突必須公開並個別處理。




7.
ANNEX附件
	ANNEX 1
附件一
	FF 01-004
	Confidentiality / Conflict of Interest Agreement Form
保密/利益衝突協議表格

	ANNEX 2
附件二
	FF 02-004
	Confidentiality Agreement for Guest / Observer Attendees to IEC/IRB Meetings
列席者/觀察員參與人體試驗(倫理)委員會會議使用的保密協議

	ANNEX 3
附件三
	FF 03-004
	Confidentiality Agreement for Non-members Requesting Copy (ies) of IEC/IRB Documents
非人體試驗(倫理)委員會委員要求文件副本的保密協議表格


8.
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ANNEX 1
FF 01-000
Confidentiality / Conflict of Interest Agreement Form
保密/利益衝突協議表格
In recognition of the fact, that I…..member’s name, and his/her affiliation………..herein referred to as the “Undersigned”, has been appointed as a member of the ...INSTITUTE.... IEC/IRB has been asked to assess research studies involving human subjects in order to ensure that they are conducted in a humane and ethical manner, with the highest standards of care according to the applied national, local regulations, institutional policies and guidelines;
我….姓名和服務機構….以下簡稱”文件下方署名者”被聘任為…機構內人體試驗(倫理)委員會的委員，被要求審查與人體相關的計畫案，目的為確保計畫案以符合人道和倫理的方式進行，依國家當地機構的政策和法規，用最高標準的照顧；
Whereas, the appointment of the undersigned as a member of the ...INSTITUTE.... IEC/IRB is based on individual merits and not as an advocate or representative of a home province/ territory/ community nor as the delegate of any organization or private interest;
在”文件下方署名者”的聘用者，身為..機構內人體試驗(倫理)委員會的委員，是代表個別價值，而不是一個領域/領土/團體的擁護者或代表人，也不是任何組織或私人黨派的代表；
Whereas, the fundamental duty of an IEC/IRB member is to independently review both scientific and ethical aspects of research protocols involving human subjects and make a determination and the best possible objective recommendations, based on the merits of the submissions under review; 
人體試驗(倫理)委員會委員的責任在於獨立地審查科學和倫理方面跟人體相關的計畫案，作成決定及客觀的建議；

Whereas, the ...INSTITUTE.... IEC/IRB must meet the highest ethical standards in order to merit the trust and confidence of the communities in the protection of the rights and well-being of human subjects; 
...機構內的人體試驗(倫理)委員會必須符合最高的倫理標準，以取得受試者人權和福址信任；

The undersigned, as a member of the ...INSTITUTE.... IEC/IRB, is expected to meet the same high standards of ethical behavior to carry out its mandate. 
身為機構內人體試驗(倫理)委員會的委員，下面簽名者，被要求符合一樣高的倫理行為標準來實現它的使命。
This Agreement thus encompasses any information deemed Confidential or Proprietary provided to the Undersigned in conjunction with the duties as a member of the ...INSTITUTE.... IEC/IRB.   Any written information provided to the Undersigned that is of a Confidential, Proprietary, or Privileged nature shall be identified accordingly.
提供給下面簽名者與機構內人體試驗(倫理)委員會的連代責任，這份協議導致任何視為保密或專利的資訊。任何書面資料提供給下面簽名者將依據分門別類為機密、專利或具享有特權的。
As such, the Undersigned agrees to hold all Confidential or Proprietary trade secrets (“information”) in trust or confidence and agrees that it shall be used only for contemplated purposes, shall not be used for any other purpose or disclosed to any third party.     Written Confidential information provided for review shall not be copied or retained.   All Confidential information (and any copies and notes thereof) shall remain the sole property of the IEC/IRB.
例如，下面簽名者本身因被信任而同意保有機密或專利的交易秘密(資訊)，並同意秘密只能在預期的目的被使用，不能在其他目的下被使用或公開給不相關的第三者知道。提供審查用的書面機密資料不能被複製或保留。所有機密的資訊和其複本、摘記應保存為人體試驗(倫理)委員會獨自所有的財產。

The Undersigned agrees not to disclose or utilize, directly or indirectly, any Confidential or Proprietary information belonging to a third party in fulfilling this agreement.  Furthermore, the Undersigned confirms that his/her performance of this agreement is consistent with the institute’s policies and any contractual obligations they may have to third parties.

下面簽名者為遵守這份協議，同意不能直接或間接公開或應用屬於第三者機密或專利的資料。再者，下面簽名者確認他/她對這協議的執行與附屬機構的政策和對第三者任何契約的義務一致。

Conflict of Interest  利益衝突
It is recognized that the potential for conflict of interest will always exist but has faith in the IEC/IRB and its Chairperson to manage the conflict issues so that the ultimate outcome is the protection of human subjects. 

這是無庸置疑的，潛在的利益衝突總是存在，但相信人體試驗(倫理)委員會和它的主任委員可以處理衝突爭端，而最終的結果是在保護受試者。

It is the policy of the...INSTITUTE… IEC/IRB that no member may participate in the review, comment or approval of any activity in which he/she has a conflict of interest except to provide information as requested by the IEC/IRB.

機構內的人體試驗(倫理)委員會政策是，當委員他/她有利益衝突時，該委員不可以參與審查、評論或同意等任何運作，除了，當被人體試驗(倫理)委員會要求提供資訊時。

The Undersigned will immediately disclose to the Chairperson of the ...INSTITUTE.... IEC/IRB any actual or potential conflict of interest that he/she may have in relation to any particular proposal submitted for review by the Committee, and to abstain from any participation in discussions or recommendations in respect of such proposals. 

當任何提交委員會審核的特殊計畫案，跟下面簽名者他/她有關聯時，下面簽名者會立刻公開任何確實或潛在的利益衝突，提供給機構內的人體試驗(倫理)委員會的主任委員，並放棄參與任何這計畫案的討論或建議。

If an applicant submitting a protocol believes that an IEC/IRB member has a potential conflict, the investigator may request that the member be excluded from the review of the protocol.

如果提交計畫案的申請人認為某位人體試驗(倫理)委員會的委員有潛在的利益衝突，計畫案申請人可以要求該委員被排除在審查這計畫案。

The request must be in writing and addressed to the Chairperson.  The request must contain evidence that substantiates the claim that a conflict exists with the EC member(s) in question.    The Committee may elect to investigate the applicant’s claim of the potential conflict.

請求必須以書面的方式對主任委員提出。請求必須包含證據，證實人體試驗(倫理)委員會被質疑的委員確實存在衝突。委員會可以決定調查申請人對潛在衝突的主張。

When a member has a conflict of interest, the member should notify the Chairperson and may not participate in the IEC/IRB review or approval except to provide information requested by the Committee.

當一位委員有利益上的衝突時，該委員必須通知主任委員，而且不能參與人體試驗(倫理)委員會的審查或通過，除了因應委員會的要求提供資訊外。

Examples of conflict of interest cases may be any of the following:
利益衝突的範例可以是下列任一：

· A member is involved in a potentially competing research program.
委員牽涉到潛在的競爭計畫案。
· Access to funding or intellectual information may provide an unfair competitive advantage.
獲取經費或專利的資訊可能提供不公平的競爭利益。
· A member’s personal biases may interfere with his or her impartial judgment.

委員個人的偏見可能會妨礙他/她自己中立的判斷。

ANNEX 1

FF 01-004

Agreement on Confidentiality and Conflict of Interest
保密和利益衝突協議

Please sign and date this Agreement, if the Undersigned agrees with the terms and conditions set forth above.   The original (signed and dated Agreement) will be kept on file in the custody of the  ...INSTITUTE…IEC/IRB.   A copy will be given to you for your records.

如果在下面簽名者同意前文陳列的的期間和條件，請在這協議簽名和寫上日期。已簽署並寫上日期的原始文件會保存在機構內人體試驗(倫理)委員會的管理檔案下。複本會給你當作你自己的紀錄。

In the course of my activities as a member of the IEC/IRB, I may be provided with confidential information and documentation (which we will refer to as the "Confidential Information").   I agree to take reasonable measures to protect the Confidential Information; subject to applicable legislation, including the Access to Information Act, not to disclose the Confidential Information to any person; not to use the Confidential Information for any purpose outside the Committee's mandate, and in particular, in a manner which would result in a benefit to myself or any third party; and to return all Confidential Information (including any minutes or notes I have made as part of my Committee duties) to the Chairperson upon termination of my functions as a Committee member. 

在我身為人體試驗(倫理)委員會委員的工作過程中，我會被提供機密的資訊和文件(我們將稱之為” 保密資料”)。我同意採取正當的方法來保護保密資料；遵守適當的法規，包含資料查詢法，不能對任何人洩漏保密資料；不能因任何目的在委員會授權之外使用保密資料，而且特別不能以任何方法導致自己或第三者獲利；並在我委員任期終止後，交還所有保密資料給主任委員(包含在我身為委員會委員份內做的任何紀錄和摘記)。

Whenever I have a conflict of interest, I shall immediately inform the Chairperson not to count me toward a quorum for voting.

當我有利益衝突時，我應該立即告知主任委員不能將我的投票計算在法定票數內。

I, …………………………………., have read and accept the aforementioned terms and conditions as explained in this Agreement. 

我…….，已經閱讀並依協議內的解釋，接受前面所述的期間和條件。

	_____________________________ 


Undersigned Signature
	​​__________________________



Date

	                  簽名處


	                       日期



	              機構的負責人

_____________________________ 

   Director of the …INSTITUTE…
	日期

__________________________ 



Date


ANNEX 2

FF 02-004

Page 1

Confidentiality Agreement Form 

for Guest Attendees to IEC/IRB Meetings

列席者使用的人體試驗(倫理)委員會會議保密表格
I,………………………………., understand that I am allowed to attend the IEC/IRB meeting as a guest or an observer.   In the course of the meeting of the IEC/IRB, some confidential information may be disclosed or discussed.   Upon signing this form, I agree to take reasonable measures to keep the information as Confidential.

我……..,了解我以列席者或觀察員的身分，獲准參加人體試驗(倫理)委員會的會議。在人體試驗(倫理)委員會會議的過程中，一些保密資料可能會被公開或討論。簽署這表格後，我同意採取正當的方法來保持資料的保密性。

Indicate the details (date and number) of the IEC/IRB Meeting attended: 
註明參加人體試驗(倫理)委員會會議的細節(日期和號碼)

…………………………………………………………………………………………

…………………………………………………………………………………………

…………………………………………………………………………………………

	列席者者或觀察員的簽名

_____________________________ 

Signature of the Guest or Observer
	​​

日期

__________________________



Date

	人體試驗(倫理)委員會的主任委員

_____________________________ 

 Chairperson of IEC/IRB
	日期

__________________________ 



Date


ANNEX 3

FF 03-004

Confidentiality Agreement Form 

for Non-members Requesting Copies of IEC/IRB’s Documents
非人體試驗(倫理)委員會委員要求文件副本的保密協議表格
I,……………………………….,..,., as a non-member of IEC/IRB, understand that the copy (ies) given to me by the IEC/IRB is (are) confidential.   I shall use the information only for the indicated purpose as described to the IEC/IRB and shall not duplicate, give or distribute these documents to any person(s) without permission from the IEC/IRB.    Upon signing this form, I agree to take reasonable measures and full responsibility to keep the information as Confidential.    

我………,非人體試驗(倫理)委員會的委員，了解人體試驗(倫理)委員會給我的複本是保密的。我應該依人體試驗(倫理)委員會規定使用資料，而且未經人體試驗(倫理)委員會的允許，不能複製，或提供這些文件給予任何人。簽署這表格後，我同意採取正當的方法和盡全力來保持資料的保密性。

I have received copies of the following IEC/IRB documents:

我已收到下列人體試驗(倫理)委員會文件的複本：

…………………………………………………………………………………………

…………………………………………………………………………………………

…………………………………………………………………………………………

	接受者的簽名

_____________________________ 

Signature of the recipient
	​​ 

日期
__________________________

Date

	
	

	人體試驗(倫理)委員會的主任委員
_____________________________ 

 Chairperson of IEC/IRB
	日期

__________________________



Date


File name :  c:\FERCAP\FERCAPSOP1\ConfidentAgreement.doc
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