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	TMU-JIRB編號
	

	計畫名稱
	

	計畫主持人
	

	審查類型
	 □一般審查案件  □簡易審查案件

	以下由TMU-JIRB填寫

	審查委員
	

	建議審查期限
	
	委員收件日期
	             年       月___日      

	Item
	審查內容Review Point
	Y
	N
	NA/Comment

	1.
	明確陳述執行進度及情況 Clear described status of progress
	
	
	

	2.
	納入受試者數目是否與本會核准者相同
Is the number of subjects accrued consistent with the TMU-JIRB approved number?
	
	
	

	3.
	受試者退出原因是否代表本試驗/研究需修正
Do the subject withdrawals indicate a problem with the protocol that needs correction?
	
	
	

	4.
	之前本會核准的各項修正是否已皆適當地整合至計畫書等文件
Have all previously approved study amendments been appropriately incorporated into the protocol and / or application form?
	
	
	

	5.
	所使用的知情同意文件是否正確且簽屬完整?
Is the current consent document accurate and complete?
	
	
	

	6.
	本試驗/研究是否經本會核准納入易受傷害族群? 

Is the study approved to include vulnerable populations?
(若是，請續填6-1、6-2   If Yes, assess 6-1, 6-2)
	
	
	

	
	6-1.若是，所納入人數與預期是否相符?
Is the number of vulnerable population as anticipated?
	
	
	

	
	6-2.您是否對繼續同意納入易受傷害族群有任何疑慮?
Do you have any reservations about continuing to include this vulnerable population?
	
	
	

	7.
	受試者多樣性是否適合本試驗/研究?
Is the subject diversity appropriate for the study?
(若否，請續填7-1   If No, assess 7-1)
	
	
	

	
	7-1 若否，是否需提醒主持人增加受試者多樣性以確保所有族群有相等的機會參與本試驗/研究?
If not, should the PI be reminded to increase diversity to ensure that all populations have equal opportunity to participate in the study?
	
	
	

	8.
	是否有任何未預期問題或意外發生?
Have any unforeseen problems or accidents occurred?
(若是，請續填8-1   If Yes, assess 8-1)
	
	
	

	
	8-1 若是，本會是否被適當告知?
If yes, has the TMU-JIRB been properly informed?
	
	
	

	9.
	是否有任何期中發現或報告、DSMB報告、安全或醫療主管報告，建議本試驗/研究之計畫書或知情同意部分需做修正?
Have any interim findings, reports, DSMB reports, safety officer or medical officer reports recommended changes to the protocol and/or consent?
(若是，請續填9-1  If Yes, assess 9-1)
	
	
	

	
	9-1若是，是否已作適當修正?
If so, have appropriate changes been made?
	
	
	

	10.
	自上次本會審查後，是否有新的，或足以影響受試者繼續參與意願，需揭露之資料?
Since the last IRB review, is there new information that might affect a subject’s willingness to continue to participate in the research?
	
	
	

	11.
	是否需要求從其他管道證實本試驗/研究自上次本會審查後，確未修正(例如當主持人曾經有不遵從的情況，或有跡象顯示本試驗/研究有未經本會核准，卻已執行之修正，或本試驗/研究對受試者存有不尋常之風險時) ?
Does the IRB need to request verification from other sources that no material changes have occurred since the previous IRB review (i.e. if there is a history of investigator non-compliance or current indications that material changes have occurred without IRB approval or unusual types or levels of risk to subjects exist in the study) ?
	
	
	

	12.
	計畫仍透過合理的科學設計及避免不必要的風險暴露，將受試者風險降至最低
Risks to subjects are still minimized by using procedures which are consistent with sound research design and which do not unnecessarily expose participants to risk
	
	
	

	13.
	當適當時，計畫仍透過已使用於受試者之診斷或治療的程序，將受試者風險降至最低
Risks to subjects are still minimized when appropriate, by using procedures already being performed on the participants for diagnostic or treatment purposes
	
	
	

	14.
	計畫對受試者之風險與預期利益(若有) 仍相稱，且可合理預期試驗/研究結果將帶來重要知識
Risks to participants are still reasonable in relation to anticipated benefits, if any, to participants, and the importance of the knowledge that may reasonable be expected to result
	
	
	

	15.
	計畫仍透過考量試驗/研究目標、設計、納入易受傷害族群的特殊問題、納入條件及招募方式，確保受試者招募公平公正
Selection of subjects is still equitable taking into account the purposes of the research, the setting in which the research will be conducted, the special problems of research involving vulnerable populations, the selection criteria, and the recruitment procedures
	
	
	

	16.
	計畫仍透過適當的監測所收集的資料，確保受試者安全
When appropriate, the research plan still makes adequate provision for monitoring the data collected to ensure the safety of the subjects
	
	
	

	17.
	計畫仍適當地確保受試者隱私
When appropriate, there are still adequate provision to protect the privacy of subjects
	
	
	

	18.
	計畫仍適當地確保資料保密性
When appropriate, there are still adequate provision to protect to maintain the confidentiality of data
	
	
	

	19.
	當全部或一部分受試者可能因脅迫或利誘成為易受傷害受試者(例如兒童、受刑人、孕婦、精神病患、社經或教育地位較低者)時，試驗/研究仍有額外的保護機制，以確保受試者之權利與福祉
When some or all of the participants are likely to be vulnerable to coercion or undue influence, such as children, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons, additional safeguards are still included in the study to protect the rights and welfare of these participants
	
	
	

	20.
	計畫仍將依法取得受試者或其法定代理人之知情同意
Informed consent will still be sought from each prospective subject or the subject’s legally authorized representatives
註：美國FDA管轄之研究不得免除或改變知情同意方式，亦即不得為不適用waiving or altering the consent process is prohibited in FDA-regulated studies that must NOT checked NA
	
	
	

	21.
	計畫之知情同意仍將被適當紀錄?
Informed consent will still be appropriately documented

註：美國FDA管轄之研究不得免除或改變知情同意方式，但可免除知情同意過程書面紀錄。waiving or altering the consent process is prohibited in US FDA-regulated studies but allow the IRB to waive the requirement to document the consent process.
	
	
	

	22.
	計畫是否仍符合核准標準
Is the research still fit approval criteria?
	
	
	

	審查意見Comment：



	審查結果Review Result：

· 核准Approved

· 修正後複審Minor Revision Required

· 提會討論(一般審查適用) Discuss in Full Board Review
· 建議提會討論中止(暫停)本試驗/研究，是否有急迫性需召開臨時會?   □是 □否
Board meeting to discuss suspension is recommended, necessity of emergency meeting?
· 建議提會討論終止本試驗/研究，是否有急迫性需召開臨時會?   □是 □否 
Board meeting to discuss termination is recommended, necessity of emergency meeting?
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