研究計劃書模板 Research Proposal Template 

	有
	無
	內容

	□
	□
	中/英文題目名稱 Title

	□
	□
	主要研究員及協同研究員姓名 Principle or Co-principal investigators

	□
	□
	背景/問題陳述 Background/Problem Statement
提供引言和背景資訊。描述過去的研究和/或發現(如：研究空白)，從而形成您的研究。
Provide an introduction and background information. Describe past research and/or findings（e.g. research gap） leading to the formulation of your study.

	□
	□
	研究目的 Objectives
列出您的研究目標、提供研究理由，並解釋您將如何使用資料。
List your research objectives, provide justification for the research, and explain how you will use the data. 

	□
	□
	研究方法與設計 Study Design/Methodology
· 樣本選擇和大小（參與者人數、年齡範圍、健康狀態- 納入/排除標準）
· 描述建議的干預措施（如適用）
· 資料收集程序、使用的工具和資料品質控制方法。
· 隨機化資訊（若適用）
· 研究時間表（若研究風險大於最小風險）。
· Sample selection and size (number of participants, age range, health status—Inclusion/Exclusion Criteria)
· Describe the proposed intervention (if applicable)
· Data collection procedures, instruments used, and methods for data quality control.
· Randomization information (if applicable)
· Study timeline (if study is greater than minimal risk).

	□
	□
	參與者招募方法 Participant Recruitment Methods
描述識別和招募參與者的計劃，包括如何識別人群，以及合法取得參與者身份和參與者資訊的人如何與潛在參與者進行初步接觸。在適用的情況下，描述個人與調查員互動的環境。請說明如何使用招募資料。
Describe plans for the identification and recruitment of participants, including how the population will be identified, and how initial contact will be made with potential participants by those having legitimate access to the participants’ identity and the participants’ information. Describe the setting in which an individual will be interacting with an investigator, when applicable. Describe how recruitment materials will be used.

	□
	□
	知情同意過程 Informed Consent Process
說明所要遵循的同意程序、尋求和取得同意的情況、取得知情同意的時間、通知未來參與者與取得同意之間是否有等待期、適用時由誰尋求同意。如果要求放棄/更改同意程序或放棄知情同意的文件（放棄簽名），請在此說明，並包括這樣做的理由。
· 簽署知情同意書 - 風險大於最小風險的研究必須簽署知情同意書。
· 未簽署的知情同意書（又稱前言 Preamble）- 用於符合規定中列出的特定標準的最低風險研究。一般用於調查、焦點小組和訪談研究，但也可用於 倫理審查小組 認為合適的其它情況。
· 免除知情同意--用於風險極低的研究，在這種情況下獲得同意是不現實的，並且符合法規中的特定標準。一般用於使用回顧性資料和/或標本的研究。
Describe the consent procedures to be followed, the circumstances under which consent will be sought and obtained, the timing of obtaining informed consent, whether there is any waiting period between informing the prospective participant and obtaining consent, who will seek consent when applicable. If requesting a waiver/alteration to the consent process or waiver of documentation of informed consent (waiving signature), state that here and include the rationale for doing so.
· Signed Informed Consent - Informed consent is required for research that involves more than minimal risk.
· Unsigned Informed Consent (also known as Preamble) - Used for minimal risk research that meets specific criteria outlined in the regulations. Generally used in surveys, focus groups, and interviews, but may be used in other circumstances as deemed appropriate by the Ethics Review Panel.
· Exemption from Informed Consent - Used for very low risk research where it is impractical to obtain consent and meets specific criteria in the statute. Generally used for research using retrospective data and/or specimens.



	□
	□
	風險考量 Minimizing Risks
說明防範或降低任何潛在風險的程序，包括違反機密或侵犯隱私權的風險。此外，在適當的情況下，請說明監控所收集資料的規定，以確保參與者的安全（對於風險高於最低風險的研究必須遵守）。如果研究涉及研究用藥物或裝置，請解釋儲存和釋放的程序 (例如藥房監督、裝置管理等)。
Describe the procedures for protecting against or minimizing any potential risks, including risks of breach of confidentiality or invasion of privacy. Also, where appropriate, describe the provisions for monitoring the data collected to ensure the safety of participants (required for studies greater than minimal risk). If the study involves investigational drugs or devices, explain
the process for storing and releasing (e.g. pharmacy oversight, device management, etc).


	□
	□
	數據分析計畫 Plan for Analysis of Results
· 根據變量類型選擇數據分析方法和模型
· 將用於數據分析的程序
· Methods and models of data analysis according to types of variables
· Programs to be used for data analysis

	□
	□
	研究數據/資料、紀錄和隱私保管 Research Materials, Records, and Privacy
描述您計劃在此研究中收集的數據，並根據需要包括以下詳細資訊：
· 請說明將記錄哪些資訊，以及該數據是現有的還是為研究而創建的。
· 列出獲得的研究材料來源。
· 解釋為什麼需要這些資訊來進行研究。
· 請具體說明誰可以訪問數據，數據將存儲在哪裡，以及研究人員將如何保護數據和參與者的隱私與保密性。包括使用哪些軟體或程式來存儲數據的資訊，例如 Microsoft Excel、OneDrive、SPSS 等。
· 處理物理和電子數據安全措施（如，鎖定設施、限制訪問），數據安全（例如，密碼保護、數據加密），以及其他保護可識別研究資訊的安全措施（如，編碼或連結）。
· 如適用，請說明數據將如何去個人信息識別化。
Describe the data you plan to collect for this study and include the following details as appropriate:
· Specify what information will be recorded, and if the data is existing or created for research.
· List the sources of research material obtained.
· Explain why this information is needed to conduct the study.
· Specify who has access to the data, where the data will be stored, and how the researcher will protect both the data and the participant with respect to privacy and confidentiality. Include information about what software or program will be used to store data. This includes software such as Microsoft Excel, Onedrive, SPSS, etc.
· Address physical and electronic data security measures (e.g., locked facility, limited access), data security (e.g., password-protection, data encryption), and other safeguards to protect identifiable research information (e.g., coding or links).
· Specify how the data will be de-identified (if applicable).

	□
	□
	文獻/其它資料 References



