The Kuala Lumpur Principles

Medical Device Sector Codes of Ethics
吉隆坡原則
醫療儀器產業的倫理守則

Medical technology sector Codes of Business Ethics promote ethical interactions between medical device and diagnostics companies (“Companies”) and Healthcare Professionals (“HCPs”). 
醫療技術產業的倫理守則，鼓勵醫療設備及診斷公司(以下簡稱“業者Companies”)與醫療專業人員(以下簡稱“HCPs”)間合乎倫理、道德的互動關係
Ethical interactions enhance patient access to the safe and effective use of medical technologies by ensuring appropriate training of HCPs by Companies. 
合乎倫理、道德的互動關係確保醫療專業人員接收業者提供的合宜訓練，增進病患能夠接受到安全以及有效的醫療技術的機會。
Ethical interactions also promote innovation and the ongoing development of advanced medical technologies through legitimate and transparent collaboration between HCPs and Companies to identify, and bring to market new products. 
藉由醫療專業人員與業者之間合法以及透明的合作關係來開發以及上市各種醫療產品；合乎倫理、道德的互動關係同時提升先進的醫療技術的創新以及不斷的發展
Further, ethical interactions facilitate open and transparent business environments free from the high costs of corruption, enhancing the ability of Companies, especially small and medium size Companies, to participate in global markets.
更進一步來說，合乎倫理、道德的互動關係促進開放以及透明的企業環境，以避免貪污舞弊造成的高成本；增進業者(由其是中小企業)進軍全球市場的的能力。
Ethical interactions ensure that medical decision-making is made in the best interest of the patient. To ensure that relationships meet this standard, interactions between Companies and HCPs should be conducted in accordance with the following principles: Integrity, Independence, Appropriateness, Transparency and Advancement:
合乎倫理、道德的互動關係確保了醫療決策的擬定是基於對病患最大利益的考量。為了確保醫療專業人員與業者間的關係符合這個標準，兩造間的互動關係必須予以規範以符合下述原則：正直誠實、獨立不受影響、適當、透明以及先進。
Integrity means dealing honestly, truthfully, and fairly with all parties.
正直誠實是說：醫療專業人員與業者間的交易是正正當當、誠實的並且對於全體的病患來說是公正的。
Independence means that HCP interactions with Companies should not skew the HCP’s medical decision making from the best interests of the patient.
獨立不受影響是說：醫療專業人員與業者間的互動不能夠扭曲以病人最佳利益為前提的醫療決策。
Appropriateness means that arrangements conform to proper commercial standards, and are accurate and free from corrupt purposes.
適當是說：交易安排合於適當的商業標準，同時是準確的並且沒有貪污的意圖。
Transparency means that Companies and HCPs are open regarding significant financial relationships between the parties.
透明是說：業者與醫療專業人員公開關於各方面合作的重大財務關係。
Advancement means that relationships are intended to advance medical technology, innovation and patient care.
先進是說：彼此的關係是為了增進醫療技術、創新以及病患的照顧。
Accordingly, medical technology industry codes of ethics (“Industry Codes”) should incorporate, but not necessarily be confined to, the following:
因此，醫療儀器產業的倫理守則(“產業倫理守則”)應該包含但是不必然只限於下述各項：
1. Collaborative interactions between Companies and HCPs should preserve independent decision-making by HCPs and public confidence in the integrity of patient care, treatment and product selection.
業者與醫療專業人員間的協作互動應該確保醫療專業人員的的決策獨立以及確保公眾對於病患照護、治療與產品選擇公正性的信心。
2. Consultancy agreements between Companies and HCPs should support research and development to advance medical science, develop new technologies, improve existing products and services, and enhance the quality and efficacy of care for patients.
業者與醫療專業人員間的諮詢顧問協議應該支援增進醫療科學進步、研發新技術、改良現有產品與服務以及增進病患照顧的品質與效益的研究與發展。

Consultancy agreements should not be used as a means of inappropriate inducement.
諮詢顧問協議不應被利用來當作是不當誘因的手段。
3. Company support of HCPs’ education, for example through support to third-party educational programs and educational grants, should preserve the independence of medical education and should not be used as a means of inappropriate inducement.
業者贊助醫療專業人員的教育，例如經由贊助第三方機構的教育訓練計畫或教育補助，應該要確保醫療教育的獨立性，同時不應被當成不當誘因的的手段。
4. Companies may provide training of HCPs on product specific device deployment, use and application to facilitate the safe and effective use of medical technologies by HCPs.
對於產品上特殊裝置的發展、使用及臨床應用，業者可以提供醫療專業人員教育訓練，以幫助醫療專業人員安全且有效的使用各項醫療技術。

5. Companies should not provide entertainment and recreation to HCPs as an inappropriate inducement. Any attendance at entertainment events, consenting or agreeing to receive any gift, commission, or gratuity shall not be regarded as appropriate for nurturing appropriate business relationships.
業者不應提供醫療專業人員娛樂表演或是休閒活動做為不當誘因。任何餘興節目的出席，答應或是同意收取禮物、傭金或獎金都不能夠被視為培養適當企業關係的合適手段。
6. Company donations for charitable or other philanthropic purposes should support bona fide charitable organizations and missions, and should not be a means to privately benefit an HCP.
業者的慈善或是其他善心目的捐贈應該是支持真正的慈善組織及使命，同時不應該變成私下利益任何醫療專業人員的手段。
7. Free products should not be used as a means of inappropriate inducement. However, Companies may provide reasonable quantities of products to HCPs at no charge for evaluation and demonstration purposes.
免費產品不應被利用來做為不當誘因的工具。然而，為了評估效果或是展示的目的，業者可以提供合理數量的免費產品給醫療專業人員。

To ensure Industry Codes are effective, they should encourage adherence to the following elements that are relevant to a Company’s business:
為了確保產業的倫理守則的有效性，業者應該促成在企業內部建立下列的元素(或步驟)：
1. Companies to appoint a senior executive responsible for oversight of the Company’s compliance with the Industry Code.
業者指派一位資深執行長官，負責監督公司對於產業的倫理守則的遵守。
2. Companies to develop or adopt practical, useful, and meaningful policies, guidance, and tools on how to implement policies consistent with the Industry Code.
業者對於如何執行符合產業的倫理守則，發展或是採用可行、有用且有意義的政策、規範及工具。
3. Companies to provide effective and ongoing training and education on the Industry Code and the Company’s policies consistent with the Industry Code.
業者提供產業的倫理守則有效且持續的培訓及教育；業者的公司政策要與產業的倫理守則一致。

4. Companies’ senior management and governing body, if applicable, commit to support the Industry Code.
業者的資深管理與治理體制，表明支持產業的倫理守則(如果可能的話)
5. Companies to institute appropriate internal monitoring and auditing mechanisms.
業者設置合適的內部管控及檢查機制
6. Companies to create safe mechanisms for, and encourage, employees who raise concerns. 
業者應創造一個安全的機制並鼓勵對於產業的倫理守則產生關心的員工
Companies to communicate company policies consistent with the Industry Code to their third party intermediaries with the expectation that the intermediaries will comply with the Industry Code.
業者與他們的第三方經銷商討論企業政策涵蓋產業的倫理守則，並且期待經銷商能夠遵守產業的倫理守則。
In order to promote an ethical commercial environment, cooperation among multiple stakeholders is required. 
為了推廣一個符合倫理的商業環境，眾多既得利益者之間的合作是必須的。
Therefore, it is recommended that APEC economies encourage:
因此，建議APEC各經濟體應鼓勵：
Medical Device Sector
醫療設備業
· Medical device sector industry associations and their member companies to develop and implement Industry Codes consistent with the principles set out above and to consider publicizing those members who have signed onto the Industry Codes, among other steps to encourage adoption of Industry Codes;
醫療設備產業及它們所屬的會員公司，發展及履行包含如上所述原則的產業倫理行業規範，同時考慮公告簽署同意產業的倫理守則的會員，以鼓勵通過此行業規範的成員
· Medical device sector regulators and/or anti-corruption enforcement authorities to endorse and support Industry Codes;
醫療設備業的主管機關和/或反貪腐執法機關的贊同和支持此行業規範;
Healthcare Professionals
醫療專業人員
· HCPs, such as medical and academic institutions and physician groups, to develop and implement codes of ethics consistent with the above principles;
醫療專業人員，例如醫療機構以及醫療學術機構以及醫師團體，發展以及履行包含上述原則的行業倫理規範
· HCPs to develop and make known clear, distinctive, accountable and comprehensive policies on procurement processes and procedures in line with respective government policies on procurement and Industry Codes, if appropriate;

醫療專業人員，開發和使用已知明確的、獨特的、負責任的和全面的採購流程和程序，符合各自的政府採購法規和行業規範，(如果合適);

APEC Economies
APEC經濟體
· Each APEC economy to formulate and promote clear laws and regulations that are objectively applied;
各個APEC經濟體制訂並且推廣一個客觀可執行的明確的法律及管制措施
· APEC economies to work to advance ethical collaborations consistent with the above principles regionally, through regular communication, joint policies, joint capacity building activities, and other forms of collaboration; and APEC economies to work together to ensure that the above principles and Industry Codes remain relevant and effective to address new and relevant business arrangements that may emerge.
APEC亞太經合組織成員致力於推進與上述原則相一致的地區性道德合作，通過定期溝通，聯合政策，協力活動，以及其他形式的合作;以及亞太經合組織成員間的共同努力，以確保上述原則和有關行業規範維持適當且有效地解決可能出現的新的和相關的業務安排。
BACKGROUND

At the 14th Economic Leaders’ meeting held in Hanoi in 2006, APEC Leaders reaffirmed their high commitment to fight corruption. In 2006 APEC Ministers stressed the importance of preventive measures and integrity systems in the fight against corruption and urged member economies to adopt and implement codes or norms of conduct. In 2007 APEC Leaders endorsed anti-corruption principles for the public and private sectors, including an APEC Code of Conduct for Business.
背景
2006年於河內舉行的第十四屆經濟領袖會議，亞太經濟合作會議的領導人重申高度承諾打擊貪腐。2006年亞太經濟合作會議部長們加強預防措施和反貪汙完整體系來對抗貪汙並督促經濟體系成員，採取並實施行為守則與規範。2007年亞太經濟合作會議領導人同意對於公家和私人營運部門設立反貪腐原則包含亞太經濟合作會議商業行為守則。
In 2010 SME Ministers issued a joint statement which called for “facilitating open and

transparent business environments free from the high costs of corruption by the development of APEC codes of business ethics in sectors of export interest to APEC economies, beginning with the medical device sector.” And APEC Ministers “…welcomed steps taken to improve…understanding of the ethical business practices needed to sustain participation in international trade, and look forward to the development of codes to improve and better align industry practices across APEC economies.”
在2010中小企業部長會議上發表的聯合聲明，避免高貪腐而呼籲”促進開放和透明化的商業環境。從醫療器材行業開始，亞太經濟合作會議經濟體的出口利益部門組織發展商業道德守則。亞太經濟合作會議部長…歡迎採取動作來促進…了解到商業道德的實踐是需要在國際貿易中持續參與，並期待發展出可以促進和協調更好的經濟體行業規範。
Following this, an Expert Working Group convened in Kuala Lumpur, Malaysia, on April 6-7, 2011, to develop a set of APEC Principles for Codes of Business Ethics to Ensure Ethical Interactions Between Medical Technology Companies, drawing upon existing best practices and voluntary codes of business ethics in APEC economies.
之後專家工作組在2011年4月6~7日於馬來西亞吉隆坡召開會議，根據現有的最佳作法和亞太經濟合作會議經濟體的商業道德自願行為守則，制定一套以確保醫療技術公司之間倫理的亞太經濟合作組織商業道德守則。
The Mexico City Principles For Voluntary Codes of Business Ethics in the Biopharmaceutical Sector

墨西哥原則，生物製藥行業對於商業道德的自願行為守則
Ethical interactions help ensure that medical decisions are made in the best interests of patients. For relationships with healthcare professionals and other stakeholders to meet this standard, companies in the biopharmaceutical sector1 (“Companies”) should be guided by these six principles:

有道德的互動有幫助確保醫療決策的決定是基於對病患最佳的利益前提。為使醫療專業人員以及其他相關人員的關係符合上述標準，生物製藥行業的全體公司(以下稱業者)應該受到下述六項原則的規範：
Healthcare and Patient Focus means everything we do is intended to benefit patients. 
健康照護及病患焦點，意指：我們所做的每一件事情都是為了有利於病患
Integrity means dealing ethically, honestly and respectfully in everything we do. 
正直誠實，意指：在我們所做的每件交易都是合乎道德、正正當當以及恭敬地
Independence means to respect the need of autonomous decision-making of all parties, free from improper influence. 
獨立不受影響，意指：對全體成員下決策的自主需求予以尊重，免於受到不當的影響。

Legitimate intent means everything we do is for the right reasons, is lawful, and aligns with the spirit and the values of these Principles. 
正當意圖，意指：我們所做的每一件事情都是基於正當的理由、是合法的，同時與本文件所述全部原則的精神與價值一致。

Transparency means a general willingness to be open about our actions while respecting legitimate commercial sensitivities and intellectual property rights. 
透明，意指：在尊重正常的商業敏感性議題與智慧財產權的前提下，樂於公開我們所從事的活動。
Accountability means a willingness to be responsible for our actions and interactions.
有責任，意指：對於我們的行為以及互動關係負責的態度。
Preamble 序言
Companies engage in the development, manufacturing, research, marketing, distribution, and/or sale of medicines to benefit patients.
業者從事於發展、製造、研究、行銷、代理以及(或是)銷售藥物來利益病患。

Ethical relationships with healthcare professionals, government officials, patients, and other stakeholders are critical to the mission of Companies to help patients by developing and making medicines available.
對於藉由研發與製造藥物來幫助病患的業者的使命而言，醫療專業人員跟政府官員、病患以及其他相關人的道德關係是非常重要的。
In interacting with all stakeholders, Companies are committed to following the highest ethical standards as well as all applicable laws and regulations. 
在與所有關係人的的互動，業者承諾遵循最高的道德標準以及適當的法律及規範。

Companies encourage healthcare professionals, government officials, and others who work with Companies to respect these Principles and adopt consistent standards if applicable.
業者應盡可能的鼓勵醫療專業人員、政府官員及其他與業者合作的成員尊重本原則並且採取一致的標準。
These Principles are to reinforce our intention that Companies’ interactions are professional exchanges designed to benefit patients and to enhance the practice of medicine. 
業者的互動是為了利益病患以及增進醫療活動所設計的專業的交流，本原則對此目的予以補助加強。
These Principles are based on the foundation that a healthcare professional’s care of patients should be based solely on each patient’s medical needs and the healthcare professional’s medical knowledge and experience.
本原則建立於以下的基礎之上：醫療專業人員照護病患，應該是僅基於每一位病患的醫療需要，以及該會醫療專業人的的醫學基礎與經驗。
Companies have an obligation and responsibility to provide objective, accurate, balanced information about their medicines to healthcare professionals in order to establish a clear understanding of the appropriate use of these medicines. 
業者有義務及責任對於它們的藥物提供客觀、準確、平衡的訊息給醫療專業人員，以便讓醫療專業人員對這些藥物的使用能夠有清楚的了解。
Industry relationships with healthcare professionals must support, and be consistent with, the professional responsibilities healthcare professionals have towards their patients.
必須支持產業與醫療專業人員間的互動關係，同時這個關係必須與醫療專業人員對他們的病人的專業責任一致。
Companies should promote, sell and distribute their medicines in a manner that is ethical, objective, balanced and accountable, and in accordance with all relevant and applicable laws and regulations. 
業者應該以道德、客觀、平衡、負責任的態度，以及符合在所有相關和適用的法律和法規規定的狀況下，來推廣、銷售及分布它們的藥物
Information in promotional materials must support proper assessment of the benefits and risks of the product and its proper use.
促銷品上的資料必須支持對於產品本身及其合理使用的優點與風險評估
Companies are committed to education and training on the safe, appropriate, and effective use of their medicines.
業者承諾對它們的藥物如何安全、適當、有效的使用提供教育與訓練
Companies are accountable for complying with relevant codes of ethical business practices.
業者有責任遵守有關的商業道德行為守則。
They should also ensure that internal structures and procedures (including adequate training of employees) are created to ensure responsible and ethical activities.
它們應當同時要確保內部的組織架構以及流程(包括對員工足夠的訓練)是被創造來確保負責任的和道德的活動。
Companies will comply with relevant standards regarding the development, production, processing, distribution, commercialization and safety of medicines.
業者同意遵守對於藥物發展、製造、處理、經銷、商業化及安全相關的守則
Companies undertake to adhere to relevant local, national, and regional industry ethics codes in both the spirit and the letter.
業者承諾遵守有關地區、國家和區域性行業道德規範中的精神和文字
Companies will respect the independence of patient organizations.
業者會尊重病患組織的獨立性。
Companies should ensure that all relevant personnel and agents acting on their behalf are appropriately trained in the requirements of local, national, and regional industry ethics codes.
業者應確保所有相關人員和代表其行事的代理商在對於地區、國家和地區行業道德規範的要求上，得到充足訓練。
Companies will respect patient privacy.
業者會尊重病患隱私
Companies will ensure that all personnel and third parties working on their behalf comply with these Principles and all applicable laws and regulations.
業者會確保所有的相關人員和代表其行事的代理商遵守這些原則以及所有適用的法律法規
Through the promotion of these Principles, Companies and APEC economies seek to ensure that ethical practices are established.

通過推廣本原則，業者與APEC經濟體尋求確保此道德規範得以建立
1. Interactions with Healthcare Professionals

1. 與醫療專業人員之互動：
A. Interactions between Companies and healthcare professionals provide valuable scientific, clinical, product, and policy information about medicines that may lead to improved patient care.

醫療專業人員與業界的互動關係，提供可能改善病患照顧的藥物相關科學、臨床應用、產品以及策略上的寶貴訊息。
B. Appropriate marketing helps to ensure that medicines are used correctly for maximum patient benefit. Company relationships with healthcare professionals are critical to achieving these goals because they enable Companies to:

合宜的行銷活動幫助確定藥物是被正確的在最大的病患利益前提下使用。業者與專業醫療人員的關係對於達到此一目標是極為重要的，因為彼此的關係使得業者能夠：
inform healthcare professionals about the benefits and risks of medicines to help advance appropriate patient use;
通知醫療專業人員有關於藥物的優點與風險，有助於增進藥物在病患的合適使用
provide scientific and educational information;
提供科學性及教育性的資訊
support medical research and education; and
支持醫療研究及教育，以及

obtain feedback and advice about our products through consultation with medical experts.
經由諮詢醫療專家獲得本身產品的回饋與忠告建議
C. All interactions with healthcare professionals are to be conducted in a professional and ethical manner.

所有與醫療衛生專業人士的互動是要在專業和合乎道德的方式下進行。
Healthcare professionals must not be improperly influenced by Companies.
醫療專業人員不應該被業者以不當的方式影響

Nothing should be offered or provided by a Company in a manner that inappropriately influences a healthcare professional's prescribing practices.
業者不應提供任何的事、物來不恰當地影響醫療專業人士的處方行為
Education and promotional activities should encourage the appropriate use of medicines by presenting them objectively and without exaggerating their properties, and should be in compliance with the provisions prescribed by these Principles and applicable local, national, and regional industry codes of ethics.
教育與促銷活動應該是用來鼓勵經由客觀而且不過度誇大其特性來開立處方以適當的使用藥物；也應該遵守本原則以及適用於該地區、國家和區域性的行業道德規範
Relationships between Company personnel and healthcare professionals should encourage the development of a medical practice committed to patients’ well-being and be based on truthful, accurate, and updated scientific evidence.
企業人員及醫療專業人員之間的關係應鼓勵發展致力於對病人福祉的醫療行為，並以真實，準確，最新的科學證據為基礎。
2. Promotional Information and Activities

產品促銷訊息及活動

A. No medicines shall be promoted for use in a specific economy until the requisite approval for marketing for such use has been given in that economy.
除非在該經濟體中對該藥物必要的上市許可已經批准，任何藥物不應在特定的經濟體中進行促銷活動。
Promotion should be consistent with locally approved product information.
促銷內容必須與當地核准的產品資訊一致
It is understood that national laws and regulations usually dictate the format and content of the product information communicated on labeling, packaging, leaflets, data sheets and in all promotional material.
我們了解，國家法律和法規通常規定在所有的宣傳材料中所包括之產品標籤，包裝，宣傳單張，數據表上的信息格式和內容。
Companies commit that pertinent and appropriate information will be made available to all healthcare professionals in all economies, as permitted by applicable laws and regulations.
業者承諾在所適用的法律和法規允許的前提下，將讓在所有經濟體的所有醫療專業人員可以獲得相關和適當的信息。
B. Promotional information should be clear, legible, accurate, balanced, fair, objective and sufficiently complete to enable healthcare professionals to form his or her own opinion of the therapeutic value of the medicines concerned.

促銷信息應該是完全的明確，清晰，準確，平衡，公正，客觀和充足，使醫療專業人員對於有關藥物的治療價值可以建構屬於他(或她)自己的意見。
Promotional information should be based on an up-to-date evaluation of all relevant evidence and reflect that evidence clearly.
促銷信息，應根據所有相關證據的最新評估，並清楚地反映證據。
It should not mislead by distortion, exaggeration, undue emphasis, omission or in any other way.
促銷信息不應該被以扭曲，誇張，過分強調，遺漏或以任何其他方式誤導。
Promotional information should be capable of substantiation either by reference to the approved labeling or by scientific evidence. 
促銷信息應該能夠通過查閱已經批准的藥物仿單標籤或科學證據來證明屬實。
Such evidence should be made available on request to healthcare professionals. 
如上的證據在醫療專業人員提出要求時應該要能夠提供出來
Companies should deal objectively with requests for information made in good faith and should provide data which are appropriate to the source of the inquiry.
業者應該客觀處理善意索取資料的請求，並應提供適當來源的資料。
Companies are responsible for compliance with applicable laws and regulations, including intellectual property laws, and local, national, and regional industry codes of ethics.
業者有負責遵守適用的法律和法規，包括智慧財產權的法律，地方、國家和地區的行業道德規範。
Clinical assessments, postmarketing surveillance and experience programmes and postauthorization studies must not be disguised promotion. 
臨床評估，上市後監測和體驗計劃和上市後研究，絕不能被利用為變相促銷。
Such assessments, programmes and studies must be conducted with a primarily scientific or educational purpose.
這樣的評估，方案和研究必須是在一個重要的科學或教育的目的下進行
Materials sponsored by a Company relating to medicines and their uses, whether promotional in nature or not, should clearly indicate by whom they have been sponsored.
由企業贊助的有關藥品和它們的使用相關的物資，無論是否具有促銷本質與否，應清楚地標是它們是由誰所贊助。
3. Safety of Medicines

藥物安全
A. Medicines provided by Companies will conform to high standards of quality, safety and efficacy as determined by regulatory authorities in each economy in which they operate.

業者提供的藥品須符合在各經濟體在各自的主管機關所決定的：品質、安全性和有效性的高標準。
B. Companies will report adverse events or adverse drug reactions to regulatory authorities, subject to applicable laws and regulations.

在法律和法規的規範下，業者會將藥物的不良事件或藥品不良反應向主管機關報告。
4. Symposia and Congresses

研討會和代表大會
A. The purpose and focus of all symposia, congresses and other promotional or non-promotional, scientific or professional meetings (an “Event”) for healthcare professionals organized or sponsored by a Company should be to inform healthcare professionals about products and/or to provide scientific or educational information.

由業者舉辦或贊助的針對醫療專業人員的所有研討會、代表大會和其他具有促銷目的或是非促銷目的、科學性或專業會議（以下稱“會議”）的目的和重點，應提供醫療專業人員有關產品和(或)提供科學或教育訊息。
B. Company relationships with healthcare professionals are regulated by multiple entities and intended to benefit patients and to enhance the practice of medicine. 
業者與醫療專業人員的關係受到許多機關的規範，旨在造福患者和對醫療行為的提升

Interactions should be focused on informing healthcare professionals about products, providing scientific and educational information, and supporting medical education.

互動的重點應在告知醫療人員產品訊息，提供科學和教育的資訊，並支持醫學教育。
C. Any sponsorship provided to individual healthcare professionals must not be conditional upon an obligation to prescribe, recommend, or promote any medicine.

任何對個別醫療專業人員提供的贊助，不能是在有條件的狀況，使其義務的去開立處方、推薦、或推廣任何藥物
D. All Events should be held in an appropriate venue that is conducive to the scientific or educational objectives and the purpose of the Event or meeting. 
所有活動應在有利於科學或教育的目標和符合活動或會議目的之適當地點舉行。

Companies should avoid using extravagant venues or resorts.

業者應避免使用豪奢的場地或度假村。
E. Hospitality should be limited to refreshments and/or meals incidental to the main purpose of the Event and should only be provided:

款待應限於附帶於該會議的茶點和(或)餐食，同時只應提供給：
to participants of the Event and not their guests; andis moderate and reasonable as judged by local standards.
這項會議的參與者，而不是他們的客人，同時按當地標準來判斷，是適中和合理的。
F. Companies should not pay any costs associated with individuals accompanying invited healthcare professionals.
業者不應該支付給受邀請的醫療專業人員的伴隨人員任何相關的費用。
5. Informational Presentations by Company Representatives

企業代表的資訊簡報
A. In order to provide important scientific information and to respect healthcare professionals’ abilities to manage their schedules and provide patient care, Company representatives may take the opportunity to present information during healthcare professionals’ working day, including mealtimes, in accordance with applicable laws and regulations.

為了提供重要的科學信息和尊重醫療專業人員他們的日程安排，以及對提供病人提供照護，在遵守法律和法規許可狀況下，業者代表可在醫療專業人員日常工作中(包括用餐時間)藉機會提供資訊，。
In connection with such presentations or discussions, it is appropriate for occasional meals to be offered as a business necessity to the healthcare professional as well as members of their staff attending presentations, so long as the presentations provide scientific or educational value and the meals
(a) are reasonable as judged by local standards; 
(b) are not part of an entertainment or recreational event; and 
(c) are provided in a manner conducive to informational communication.
這些演講或討論，因業務必要偶而提供餐飲給出席演講醫療專業人士以及他們的工作人員被視為適合理的，只要演講是有科學或教育價值和供餐是基於以下條件：

(a) 根據當地標準適合理的; 

(b) 不會包括表演或是娛樂活動，以及 

(c) 為了有助於訊息溝通而提通

Inclusion of a healthcare professional’s spouse or other guest in a meal accompanying an informational presentation made by or on behalf of a Company is not appropriate.
在由業者主辦或是贊助的訊息簡報餐會中，若宴請包括醫療專業人士的配偶或其他來賓是不恰當的。

Offering “take-out” meals or meals to be eaten without a Company representative being present is not appropriate.
提供“外帶”的餐點，或無業者的代表在場而就餐是不恰當的。

6. Entertainment

休閒娛樂
A. Company interactions are professional in nature and are intended to facilitate the exchange of medical or scientific information that will benefit patient care.

企業互動是專業性的，旨在促進醫療或科學資訊的交流，以有利於病患的照護。
To ensure the appropriate focus on education and informational exchange and to avoid the appearance of impropriety, Companies should not provide any form of entertainment or recreational items, such as tickets to the theater or sporting events, sporting equipment, or leisure or vacation trips, to any healthcare professional. 
為確保適當的專注於對教育和信息的交流，同時避免不當的現象，業者不應該提供任何形式的娛樂或休閒項目，如戲劇或體育賽事門票、運動器材、或休閒或度假旅行，給任何醫療專業人士。
Such entertainment or recreational benefits should not be offered, regardless of 
(1) the value of the items; 
(2) whether the Company engages the healthcare professional as a speaker or consultant, or 
(3) whether the entertainment or recreation is secondary to an educational purpose.
不能夠提供任何休閒娛樂的好處，不論其：
(1) 價格多少
(2) 業者是否有邀請該醫療專業人士擔任演講者或是諮詢顧問
(3) 是否該項休閒娛樂是附屬於某種教育目的而設

No standalone entertainment or other leisure or social activities should be provided or paid for by Companies. 
沒有待獨的娛樂或其他休閒社交活動，應由業者提供或支付。
At events, entertainment of modest nature, which is secondary to refreshments or meals, is allowed. 
在會議中，附屬於點心或餐點、娛樂性質溫和的活動則是允許的。
7. Educational Items and Gifts
教育用品及禮物
A. Payments in cash or cash equivalents (such as gift certificates) or gifts for the personal benefit of healthcare professionals should not be provided or offered to healthcare professionals.

不應給醫護人員現金或現金等價物（如禮券）或為其個人所好的禮物。
It is appropriate for Companies, where permitted by law or local codes of ethics, to offer items designed primarily for the education of patients or healthcare professionals if the items are of modest value and do not have value to healthcare professionals outside of his or her professional responsibilities.
在當地道德的規範或法規允許的前提下，業者是適宜提供主要為病人或醫療專業人員的教育設計且價值中等，並在專業醫療保健專業人士的專業之外沒有其他使用價值的物品。
These items should not subsidize normal routine operations of a medical practice.
這些物品不應該當作正常醫療行為中的補貼。
8. Support for Continuing Medical Education
支持醫學繼續教育
A. Continuing medical education (CME), also known as independent medical education (IME), helps physicians and other medical professionals to obtain information and insights that can contribute to the improvement of patient care and the medical practice.
醫學繼續教育（CME），又稱作為自主的醫療教育（IME），可以幫助醫生和其他醫療專業人員獲取資訊和洞察力，可以有助於改善病人照護和醫療行為。
Companies should develop objective criteria for making CME grant decisions to ensure that programs funded are bona fide and quality educational programs and that financial support is not an inducement to prescribe or recommend a particular medicine or course of treatment.
對於繼續教育補助金的決定業者應制定客觀的標準，以確保該教育計劃的設置是善意和優質教育計劃的，而此財政支持不會是一個處方開立或推薦特定的藥物或治療過程的誘因，。
B. Grants, scholarships, subsidies, support, consulting contracts, educational or practice related items should not be provided or offered to a healthcare professional in exchange for recommending and prescribing medicines, or otherwise in a manner that would interfere with the ethics and the independence of a healthcare professional’s prescribing practices.
不應該提供給醫療專業人士：助學金、獎學金、補貼、贊助、諮詢合約、教育性或醫療相關的物品以做為其提供建議和處方藥品的交換條件，或以其他方式干擾其道德標準或是其為一個獨立的醫療專業人士的處方行為。
Companies should have a reasonable expectation that the grant is for the purpose of supporting legitimate education, scientific, or medical research.
業者對於捐款應持有一個合理期待，是用於支持正當的教育，科學，醫學研究的目的。
9. Samples

樣品
A. When used appropriately, samples can be an important tool for healthcare professionals and provide benefit to patient health outcomes.

如果使用得當，樣品可以成為醫療專業人士的重要工具，並為提供病患的健康預後提供益處。
B. In accordance with local laws and regulations, samples of medicines supplied at no charge may be provided to healthcare professionals in order to enhance patient care. 
按照當地的法律和法規，免費的藥品樣品可提供給醫護專業人員，以增進病人的照護。

Samples must not be resold or otherwise misused. 
樣品不得轉售或移作他用。

Companies should have adequate systems of control and accountability for samples provided to healthcare professionals including how to look after such samples while they are in possession of medical representatives.
業者對於將樣品提供給醫療專業人員應該有適當的控制和責任系統，包括當樣品在轉由醫藥代表提供之後，如何追蹤些樣品。
Samples should not be used as payment for services, return for favorable treatment, or other inappropriate inducements.
樣品不應被用來作為對服務的報償，對於特定醫療處置的回饋，或其他不當的誘因。
10. Consultant and Speaker Arrangements
顧問和講者的安排
A. Consulting arrangements with healthcare professionals allow companies to obtain information or advice from medical experts on such topics as the marketplace, products, therapeutic areas and the needs of patients.
與醫療專業人士的諮詢安排，使企業獲得從醫學專家對市場，產品，治療領域及病人的需求等議題的信息或建議。
Companies use this advice to inform their efforts to ensure that the medicines they develop, produce and/or market are meeting the needs of patients. 
業者應用此對於他們努力的建議，來確保他們開發、生產和(或)行銷的藥品，能夠滿足病人的需求。
In addition, healthcare professionals participate in Company-sponsored speaking programs in order to help educate and inform other healthcare professionals about the benefits, risks, and appropriate uses of medicines.

此外，醫療專業人士參加業者主辦的演講方案，可幫助教育並告知其他醫療專業人員關於藥物的好處，風險和適當的用途。
Companies should continue to ensure that consultant and speaking arrangements are neither inducements nor rewards for prescribing or recommending a particular medicine or course of treatment.
企業應該繼續確保顧問以及演講中不利誘也不指定或是推薦治療過程中的特定藥物。
It is appropriate for consultants and speakers who provide services to be offered reasonable compensation for those services and reimbursement for reasonable travel, lodging, and meal expenses incurred as part of providing those services. 
提供給那些些顧問和演講者適當的旅費,住宿和膳食費用。
Any compensation or reimbursement made in conjunction with a consulting or speaking arrangement should be reasonable and based on fair market value.
任何諮詢或是演講的補償或是報銷應該要合理且公平的市場價值為基礎。
Consulting or advisory arrangements lacking a bona fide business purpose should not be used to justify compensating healthcare professionals for their time or their travel, lodging, and other out-of-pocket expenses.
諮詢或是其安排應排除真正的商業目的，不應該被用來補償醫療專業人士的時間,旅行住宿或是其他口袋費用。
B. The following factors support the existence of a bona fide consulting or speaking arrangement (not all factors may be relevant to any particular arrangement):

B.以下的因素存在一個真正的諮詢和演講的安排(並非所有的因素都可能有相關的安排):
a written contract specifies the nature of the services to be provided and the basis for payment of those services;
書面的合同上規定提供與支付這些基本的服務。
a legitimate need for the services has been clearly identified in advance of requesting the services and entering into arrangements with the prospective consultants;
為了合法需求服務需要提前明確得知服務內容以進行顧問的安排。
the criteria for selecting consultants and speakers are directly related to the identified purpose, and the persons responsible for selecting the consultants and speakers have the expertise necessary to evaluate whether the particular healthcare professionals meet those criteria;
選擇顧問和演講者的標準，直接關係到所確認的宗旨，負責挑選顧問及演講者的人需要有其專業知識來挑選，特別是醫療專業人士是否符合這些標準。
the number of healthcare professionals retained is not greater than the number reasonably necessary to achieve the identified purpose;
醫療專業人士保留的人數不大過所確定宗旨所含的合理數量;
the retaining Company maintains records concerning, and makes appropriate use of, the services provided;
維持業者所保留的相關紀錄，並適當的使用，提供服務。
the venue and circumstances of any meeting with consultants or speakers are conducive with the primary focus of the meeting; specifically, resorts are not appropriate venues.
場地與情況符合顧問以及演講者要有利於專注於會議;特別是度假聖地並不適合。
11. Compliance Procedures and Responsibilities
11.遵守程序與責任
A. It is the responsibility of Companies to ensure that internal compliance procedures exist that facilitate compliance with these Principles and the spirit they embody.
A.這是業者確保內部合格程序存在的責任，以促進遵守這些原則與所體現的精神。
These procedures should be documented and provided to employees to further enhance compliance.
這些程序應該歸檔並提供給員工未來加強遵守。
12. Conduct and Training of Company Representatives

12.業者代表的指導與訓練
A. Company representatives play an important role in delivering accurate, up-to-date information to healthcare professionals about the approved indications, benefits and risks of medicines. 
A.業者代表在提供準確更新資訊給醫療專業人士關於藥品適應症,好處和風險上扮演重要的角色。
These representatives often serve as the primary point of contact between the Companies who research, develop, manufacture and market medicines and the healthcare professionals who prescribe them. As such, Company representatives must act with the highest degree of professionalism and integrity.

這些代表往往擔任業者間誰去研究,開發,製造和市場藥品與醫療專業人士之間的命令。正因為如此，業者代表必須具備高程度的專業性與完整性。
Companies should ensure that all representatives who are employed by or acting on behalf of the companies, and who visit healthcare professionals, receive training about the applicable laws, regulations and industry codes of ethics that govern the representatives’ interactions with healthcare professionals. 
業者應該確保所有代表受雇於公司或是代表公司行事,訪問醫療專業人員,接受應用法律, 產業倫理道德守則的培訓。
In addition, companies should train their representatives to ensure that they have sufficient knowledge of general science and product-specific information to provide accurate, up-to-date information, consistent with applicable laws and regulations.
此外，業者應該訓練他們的代表來確認他們有足夠的科學知識與特定產品的資訊來提供準確且及時的資訊，與應用的法律與法規一致。
Companies should provide updated or additional training in all of the areas needed for their representatives who visit healthcare professionals.
業者應該提供更新或是附加的所有領域訓練給業者代表，以供拜訪醫療專業人士所需。
Companies should also assess their representatives periodically to ensure that they comply with relevant Company policies and standards of conduct.
業者應該定期評估代表以確保他們有遵守公司的政策和行為標準。
Companies should take appropriate action when representatives fail to comply with relevant Company policies that are consistent with these Principles and national and local industry codes of ethics.
當代表未能符合有關的業者政策,原則和國家及地方產業倫理道德守則的政策，應該要採取適當的行動。
13. Public Sector Relationships and Procurement

13.公家部門的關係與採購
A. The decision-making process by Companies and Governments during and including the government procurement process, through bidding or any other procedure of government procurement, must be professional and ethical. 
A. 業者與政府決策其間以及政府採購的過程，通過招標或是其他採購程序，必須要專業和合乎道德。
There should be no attempt to exert inappropriate influence.
不應該有任何企圖施加不適當的影響。
B. Companies must provide accurate and balanced information to the Government.
B. 業者必須提供準確和資訊平衡給政府。
C. Companies and government officials should ensure that their relationships and fee-for-service arrangements comply with government ethics rules or procedures.
C. 業者和政府官員應該確保之間的關係和服務費的安排以符合政府的道德規範或程序。
14. Clinical Trials

14.臨床試驗
A. All clinical trials (phases I to IV) and scientific research involving patients sponsored or supported by companies will be conducted with the intent to develop bona fide scientific knowledge that will benefit patients and advance science and medicine. 
A.所有的臨床實驗(第一期到第四期)和科學研究涉及病人或是業者贊助將是有意圖進行發展真正的科學知識，這將有利於病患以及科學與醫學的發展。

Companies must ensure transparency and accountability in the presentation of research and publication of study results.
業者應確保在介紹研究及出版成果要保持透明度及責任。

B. Clinical trials should not be used as inappropriate inducements for past or future sales.
B.臨床試驗不應該在不適當的誘因下進行，為了過去或是未來銷售使用。
C. Clinical trials should be undertaken in an ethical manner, without undue influence by competitors.
C.臨床試驗應該在道德的方式下進行，沒有競爭對手的不當影響。
15. Company Donations for Charitable Purposes

15. 業者捐款作為慈善用途
A. As a demonstration of good corporate citizenship, Companies recognize their responsibility to support worthwhile activities both within and outside our communities.

A.作為一個良好企業公民的示範，業者了解自己的責任去支持社區內外有價值的活動。
Donations including donations in kind, may be provided to organizations and institutions involved in promoting activities such as artistic, charitable, cultural, community, educational, humanitarian, health, philanthropic, and sporting activities in accordance with applicable laws and regulations.
推廣活動包含實物的捐贈，可能提供給組織或是機關來促進活動像是藝術,慈善,文化,社會,教育,人道,健康,慈善機構，並根據適用的法律和法規活動。
Companies should ensure that such support is not undertaken solely for product promotional reasons, and is not directed solely for product promotion purposes.
業者應該確保這種支持不是在促進產品的因素下進行，不是直接為了產品推廣為目的。
Funding and donations in-kind should be directed to organizations and documented in a manner that outlines the nature of the donation provided.
資金和實物捐贈應該直接向組織並且記錄的方式要概述所提供捐贈的性質。
Acknowledgement by the recipient organization of such support should be restricted to appropriate recognition of support.
確認接受組織這樣的支持應該限制在適當的認知的支持。
Companies should ensure that there are no incentives to prescribe, recommend, purchase, supply or administer a product based on financial support and that nothing should be offered or provided which would interfere with the independence of a healthcare professional’s prescribing or dispensing practices.
業者應該確保對於基於金融支持產品的處方,推薦,採購,支持或是管理是沒有任何的利益，並沒有提供給會干擾醫療專業人士的處方或是配藥。
16. Patient Organizations

16.病人組織
A. Companies should respect the autonomy of patient organizations and their independence.
A. 業者應該尊重病人組織的自主權和獨立性。
B. Support from Companies must not be conditional on the promotion of a specific medicine.
B.從業者那邊取得的支持絕對不能是在推廣特別藥物的情況下。
17. Adherence to Principles

17.堅持原則
A. All Companies that interact with healthcare professionals, government officials, and other stakeholders should adopt procedures to assure adherence to these Principles and local, national, and regional industry codes of ethics. Healthcare professionals, government officials, and other stakeholders should respect these Principles and adopt consistent standards if applicable.

A.所有的業者與醫療專業人士,政府機構和其他利益相關者應該採取適當的程序以確保遵守這些原則和地方,國家和區域產業倫理守則。醫療專業人士,政府機構和其他利益相關者應該要尊重這些原則和採取一致的適用標準。
Implementation

實施

In order to promote an ethical commercial environment, cooperation among multiple stakeholders is required. Therefore, it is recommended that Companies, healthcare professionals and APEC economies engage in the following activities:

為了促進道德的商業環境，多方利益相關者之前的合作是必要的。因此，建議業者和亞太經濟合作會議經濟體從事下列的活動:
Companies and industry associations should:

業者和行業協會應該:
Develop and implement codes of ethics consistent with the Principles set out above. 
發展和實施與上述原則一致的道德守則。
Industry associations should consider publicizing those members who have signed onto the industry codes, among other steps to encourage adoption of industry codes.
行業協會應該考慮宣傳那些簽定產業倫理守則的成員，來鼓勵通過產業倫理守則。
Make available training regarding industry codes of ethics to healthcare professionals and healthcare professional students in collaboration with recognized authorities.
在公認的權威機構提供產業倫理道德守則培訓給醫療專業人士和醫療專業學生。
Contribute to and participate in capacity building, in particular for small and medium sized enterprises (SMEs).
促進和參與能力建設，特別是小型或是中型企業。
Work together to ensure that the above Principles and their industry codes of ethics remain relevant and effective to address new business arrangements that may emerge.
共同努力以確保上述的原則和行業道德規範維持相關和有效來解決可能出現的新業務安排。
Healthcare Professional Organizations should:

醫療專業機構應該:
Respect these Principles and develop and implement codes of ethics consistent with the above principles.
遵守這些原則並發展和實施與上述原則一致的道德守則。
APEC Economies should:
亞太經濟合作會議經濟體應該:
Develop and make known clear, distinctive, accountable and comprehensive policies on procurement processes and procedures.
發展並釐清,明確,負責和對採購過程與程序的全面政策。
Encourage industry regulators and/or anti-corruption enforcement authorities to endorse and support the above Principles and national and local industry codes of ethics, where appropriate.
鼓勵行業監管和/或反貪污執法機關在適當的情況下背書和支持上述原則和國家地方產業倫理道德守則。
Encourage Companies to adhere to the above Principles and national and local industry codes of ethics.
鼓勵業者要支持上述原則和國家跟地方的產業倫理道德守則。
Formulate and promote clear laws and regulations that are objectively applied.
制定和推廣客觀應用的明確的法律和法規。
Work to advance ethical collaborations consistent with the above Principles regionally, through regular communication, joint policies, joint capacity building activities, and other forms of collaboration.
努力推進與上述原則一致的道德合作，透過定期溝通,聯合政策,聯合能力建設活動和其他形式的合作。
Work together to ensure that the above Principles remain relevant and effective to address new business arrangements that may emerge.
共同努力以確保上述原則保持相關性與有效性來解決可能出現的新業務安排。
Appendix
附錄
For the purpose of these Principles, the following definitions are provided:

對於這些原則的宗旨，提供以下的定義:
"Congress" means an event sponsored and organized by a society, college, university or other non-Company entity for the purpose of providing medical and/or scientific information.
“代表大會”是說：藉由社會,學院,大學或是其他非企業實體提供的醫療和/或科學資訊為目地所發起和舉辦的事件。
"Consultant" means an external, independent healthcare professional, scientist, patient association/ patient representative, public or private payer retained individually or through an entity (e.g. university, hospital or research organization) to provide advice, information or other services.
“顧問” 是說：外部獨立的醫療專業人士,科學家,病人協會/病人代表,公家或是私人支付者維持單獨或是透過實體(如大學,醫院,或是研究機構)來提供諮詢,資訊或其他服務。
"Healthcare Professional" means a provider of medical or health services and any other person or organization that furnishes, bills, or is paid for health care in the normal course of business, including but not limited to physicians, nurses, or pharmacists and their staff.
“醫療專業人士"是說：提供醫療或是健康服務以及任何人員或是機構提供,票據,或是在正常業務過程中支付醫療健保，但不限制於醫生,護士或是藥師和相關工作人員。
"Representative" means a person calling on healthcare professionals and/or their staff on behalf of a Company regarding the promotion or discussion of medicines.
＂代表＂是說：呼籲醫療專業人士和/或他們的工作人員代表公司進行關於藥品的促進或是討論者。
