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不遵從/非預期問題 通報暨審查表 
(Non-compliance, NC)/ (Unanticipated Problems, UP) Report and Review Form
	1.本會編號

TMU-JIRB No.
	

	2.計畫題目

Title
	中文Chinese：

	
	英文English：

	3.計畫主持人

PI
	姓名Name：

服務單位Department：

聯絡電話Phone：

Email：

	4.聯絡人

Coordinator
	姓名Name：

服務單位Department：

聯絡電話Phone No.：

Email：

	5.試驗/研究執行機構

Study site
	
	6.NC/UP發生機構

Site with NC/UP
	

	7.試驗/研究委託者

(政府單位亦為委託者)
	· 無

· 有，請填寫委託者全銜：__________________________

	通報內容
Content of Report
註：

1. UP需符合3個條件

(1) 未預期unexpected

(2) 相關或可能相關Related or possibly related

(3) 造成更大風險或傷害Places the subject or others at greater risk of harm that was previously known OR results in the subject or others actually incurring harm
	8.請填寫下列項目代號：____________

1) 所通報資訊代表新的或增加的風險，或新的安全問題，例如：
Information that indicates a new or increased risk, or a new safety issue, for example
a) 新的資訊 (如期中分析結果、安全監測報告、文獻報告、贊助者報告、或研究者之發現)指出風險發生的頻率或幅度較之前核准時已知者增加、利益降低，或發現新的風險
b) New information (e.g. An interim analysis indicates that subjects have a lower rate of response to treatment than initially expected, safety monitoring indicates that a particular side effect is more severe, or more frequent than initially expected, a paper is published from another study that shows that an arm of the study is of no therapeutic value) indicates an increase in the frequency or magnitude of a previously known risk, decrease to benefit, or uncovers a new risk
c) 主持人手冊、藥品說明書(仿單)或儀器說明書之修改，指出風險發生的頻率或幅度較之前核准時已知者增加，或描述新的風險
An IB, package insert, or device labeling is revised to indicate an increase in the frequency or magnitude of a previously known risk, or describe a new risk
d) 試驗/研究所用之市售藥品、儀器或生物製劑被撤銷上市核准、限制使用或用途、成分或裝置改變時
Withdrawal, restriction, or modification of a marketed approval of a drug, device, or biologic used in a research protocol

e) 違反試驗/研究計畫可能增加對受試或其他人員傷害之風險
Protocol violation that harmed subjects or others or that indicates subjects or others might be at increased risk of harm
f) 受試者抱怨或控訴指出可能造成傷害風險增加，或造成新的傷害
Complaint of a subject that indicates subjects or others might be at increased risk of harm or at risk of a new harm
g) 任何改變會明顯影響試驗/研究的進行
Any changes significantly affecting the conduct of the research
2) 主持人評估受試者或其他人員所經歷之傷害為非預期且與試驗/研究可能相關者
Harm experienced by a subject or other individual, which in the opinion of the investigator are unexpected and probably related to the research procedures
a) 所謂非預期的傷害，係指其特性、發生頻率或嚴重性與已知且經IRB審查及核准之風險不一致

A harm is “unexpected” when its specificity or severity are inconsistent with risk information previously reviewed and approved by the IRB in terms of nature, severity, frequency, and characteristics of the study population.

b) 所謂可能與研究相關之傷害，係指主持人認為無法排除研究程序是導致傷害之可能原因
A harm is “probably related” to the research procedures if in the opinion of the investigator, the research procedures more likely than not caused the harm.

3) 所謂「不遵從事件」係指任何可能違反政府法規、IRB的要求或決定的事件
Non-Compliance with the regulations governing human research or with the requirements or determinations of the IRB, or an allegation of such non-compliance

4) 政府單位的稽核或調查的結果(e.g. FDA Form 483.)
Audit, inspection, or inquiry by regulatory authorities and any resulting reports (e.g. FDA Form 483)
5) 試驗/研究之監測報告 Written reports of study monitors
6) 因主持人或研究團隊故意或非故意之未依計畫執行之行為
Failure to follow the protocol due to the action or inaction of the investigator or research staff
7) 違反資料保密 Breach of confidentiality
8) 為避免或減少對受試者明顯且立即之傷害，在未經IRB審核前自行更改計畫程序
Change to the protocol taken without prior IRB review to eliminate an apparent immediate hazard to a subject

9) 受試者被監禁，但IRB未核准試驗/研究納入受刑人Incarceration of a subject in a study not approved by the IRB to involve prisoners.
10) 研究團隊無法解決之受試者抱怨或控訴，可能因此增加潛在風險
Complaint of a subject that cannot be resolved by the research team or which indicate increased or unexpected risks
11) 贊助者、主持人或研究機構提前暫停或終止試驗/研究計畫.
Premature suspension or termination of the protocol by the sponsor, investigator, or institution
12) 研究設備所造成之非預期不良反應(代表任何因研究設備造成或相關之健康、安全、威脅生命或致死的不良反應，該等效應、問題或死亡的結果未曾於研究計畫或相關文件界定其嚴重性、發生率及程度，或任何與設備有關，且影響受試者權利、安全或福祉之非預期嚴重不良反應)
13) Unanticipated adverse device effect(any serious adverse effect on health or safety or any life-threatening problem or death caused by, or associated with, a device, if that effect, problem, or death was not previously identified in nature, severity, or degree of incidence in the investigational plan or application(including a supplementary plan or application), or any other unanticipated serious problem associated with a device that relates to the rights, safety, or welfare of subjects)
14) 研究人員於研究期間不慎暴露於低劑量放射線或生物風險

If a research staff or technician is inadvertently exposed to a low level of radiation or bio risks during a study

	9.本次通報是否符合未預期問題定義?

Is the reported meets criteria of UP?
	□是Y  □否N

	10.試驗/研究是否已停止收案?
Is this study permanently closed to enrollment?
	□是Y  □否N

	11.發生機構是否還有受試(訪、檢)者仍接受該試驗/研究介入(如治療、藥物或器材介入、任何進行中程序)?
Is anyone at the site still on or involved in any study intervention (i.e. treatment, drugs, device, other ongoing procedures)?
	□是Y  □否N

	12.本次通報類型
	· 初始通報；

· 追蹤通報，
若發生在機構內，請揭露初始通報日期：
若發生在機構外，請揭露該機構之通報號碼(若有)：

	13.本試驗/研究是否有DSMB或其他安全監控的方案 ?Does the study have a DSMB or any other data safety monitoring plan?
	□是Y  □否N

	若是，請勾選If Yes, choose one of the following
· DSMB或其他安全監控方案審視的結果如附件
A copy of the DSMB review or other monitoring review documents of the problem/event is attached
· DSMB或其他安全監控方案尚未審視
The DSMB or monitoring machnism has not reviewed the problem/enent
· DSMB或其他安全監控方案審視流程暫停
The DSMB or monitoring mechnism review is pending
· 本次事件不屬於本試驗/研究計劃書規範需處理/審視之事件，原因：_____

The event is not reqired to review by DSMB or monitoring mechnism. Reason :_____

	14.目前進行中之受試(訪、檢)者是否需被告知此問題/事件?

Should currently enrolled participants be notified about this problem/event?
	□否，請說明為何不需要No, explain why not needed
說明：___________________
□是，請說明將如何告知(若採附加文件說明方式，請依修正案流程送審)Yes, explain how they will be notified (if an addendum to consent form will be used, submit according to SOP for Amendment)
說明：___________________

	15.已完成之受試(訪、檢)者是否需被告知此問題/事件?

Should past participants be notified about this problem/event?
	□否，請說明為何不需要No, explain why not needed
說明：___________________
□是，請說明將如何告知(若採附加文件說明方式，請依修正案流程送審)Yes, explain how they will be notified (if an addendum to consent form will be used, submit according to SOP for Amendment)
說明：___________________

	16.是否經衛生福利部(民國102年7月23日改制前為衛生署)審查
	· 是，核准日期：______________________

    核准文號：______________________

· 否。

	17.目前執行情形

Current study status
	

	18.不遵從/未預期問題情況說明或調查發現
Nature of the event or Findings of the Organization or TMU-JIRB
	※若有多位受試(訪、檢)者，請分個案陳述。
※陳述之內容須包含：1.受試(訪、檢)者識別代號、2.年齡、3.性別、4.原因、5.受試(訪、檢)者狀況簡述


	19.本次通報之問題或事件是否在本試驗/研究曾經發生過?
Has the same problem/event occurred previously in this study?
	□是Y  □否N

	20.若是，請問上次事件後，使用之預防措施為何，及為何失效?If Yes, please describe the prevention mechanism used at last occurrence and why the mechanism failed?
	

	21.本次通報之問題/事件是否仍持續?

Is the problem/event ongoing?
	□不適用NA  □是Y
□否N(續填下列Please answer the following)

	1.所通報問題/事件結束日期：Date the problem/event ended 

  __________年____月____日

	2.所通報問題/事件結果(可複選)Outcome of the problem/event(check all that apply)

· 受試(檢、訪)者並未因所通報問題/事件受不良影響Participant was not adversely affected by the problem/event
· 危及生命Resulted in life threatening
· 延長住院Resulted in prolonged hospitalization

· 暫時失能Resulted in permanent disability
· 自動復原Resolved spontaneously
· 經處理或治療後復原Resolved with treatment
· 停止提供受試(檢、訪)者研究介入Participant discontinued study intervention
· 受試(檢、訪)者退出研究Participant withdraw from the study
· 死亡，請提供造成死亡之詳細說明及文件Participant died, if checked, please provide a detailed description of the circumstances that led to the death
· 其他，請述明Other, please specify：_________________________

	22.立即處理程序及結果

Immediate action when recognize the problem and outcomes
	

	23.後續改善與預防措施

Any plan to prevent from reoccurring or amendment of the protocol and consent
	

	24.是否有附件說明

Any attachment
	· 是，請列舉Y, Please listed：_______________________________________

· 否N

	25.是否延遲通報

Is the non-compliance/unexpected problem report delay?

(通報不遵從事件的最大允許時間應自獲知日起不超過15日The maximum time allowed from knowing the event to report should not more than 15 days)
	· 是，請說明延遲通報的原因：Y, Please explain the reason：
_______________________________________

· 否N

	26.發現者Discoverer：

於本試驗/研究角色Roles in the study：
	發現日期Date of discovery：
________年____月____日

	27.通報者Reporter：

於本試驗/研究角色Roles in the study：
	通報日期Date of report：
________年____月____日

	28.計畫主持人簽名：

Signature of PI
	日期Date：____年____月____日


	以下由TMU-JIRB填寫(For TMU-JIRB review only)

	執行秘書簽辦Recommendations of the Executive Secretary：

日期Date：
	主任委員簽核Recommendations of the Chair：

日期Date：

	本次通報包含The report/allegation involving：

1. □可能影響受試者或其他人風險之UP，請依附圖判斷(UP involving risks to subjects or others, please evaluate follow the decision matrix attached)
2. □中止(暫停)核准(Suspension of IRB approval)
3. □終止核准(Termination of IRB approval)
4. □未遵從，請評估(1)~(3)何者符合(Non-Compliance, please check the following)
(1) □屬嚴重不遵從(定義：不遵從造成受試者之權利與福祉受不良影響，或增加受試者遭受傷害的風險)
(Serious non-compliance, defined as non-compliance that adversely affects the rights and welfare of subjects or places subjects at increased risk of harm)

(2) □屬持續不遵從(定義：不願意或具備之知識不足以遵從既定研究執行，可能造成受試者之權利與福祉受不良影響，或增加受試者遭受傷害的風險)

(Continuing non-compliance, defined as a pattern of non-compliance that indicates an unwillingness to comply or a lack of knowledge that may lead to an adverse effect on the rights and welfare of subjects or may place subjects at an increased risk of harm)

(3) □既非嚴重，亦非持續不遵從(Non-compliance that is neither serious nor continuing)
5. □沒有事實根據的不遵從指控(Allegation of non-compliance with no basis in fact)
6. □試驗/研究偏差或違反，如

(1) □隨機分配不符納入條件者Randomization of ineligible subject(s)
(2) □違反納入條件Eligibility criteria breach
(3) □未執行計畫書要求之篩選流程Screening procedure required by the protocol not done
(4) □篩選或計畫程序未依規定時間執行
Screening or on-project procedure done outside the protocol required time
(5) □給受試者不正確的治療或處置Incorrect therapy given to subject(s)
(6) □計畫程序未依PI規定的執行及完成
On-project procedure required by the protocol not completed as determined by PI
(7) □其他，請詳述Others, please specify_________________________________
7. □其他(None of the above)

	本試驗/研究是否仍符合核准要件(所有均需符合)?
Does the protocol still satisfy the requirement for TMU-JIRB approval (all should be satisfied)?

	1. 已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 minimized by using procedures which are consistent with sound research design and which do not unnecessarily expose participants to risk
	□是Y  □否N

	2. 當適當時，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 minimized when appropriate, by using procedures already being performed on the participants for diagnostic or treatment purposes
	□是Y  □否N

	3. 對受試者之風險與預期利益(若有)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 reasonable in relation to anticipated benefits, if any, to participants, and the importance of the knowledge that may reasonable be expected to result
	□是Y  □否N

	4. 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 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
	□是Y  □否N
□不適用NA

	5. 計畫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 makes adequate provision for monitoring the data collected to ensure the safety of the subjects
	□是Y  □否N
□不適用NA

	6. 計畫適當地確保受試者隱私When appropriate, there are adequate provision to protect the privacy of subjects
	□是Y  □否N
□不適用NA

	7. 計畫適當地確保資料保密性When appropriate, there are adequate provision to protect to maintain the confidentiality of data
	□是Y  □否N
□不適用NA

	8. 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/研究應有額外的保護機制，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 included in the study to protect the rights and welfare of these participants
	□是Y  □否N
□不適用NA

	9. 將依法取得受試者或其法定代理人之知情同意Informed consent will 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
	□是Y  □否N
□不適用NA

	10. 知情同意將被適當紀錄Informed consent will 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.
	□是Y  □否N
□不適用NA

	建議措施，可複選(Actions taken by m TMU-JIRB, multiple choice)
1. □存查No additional action required
2. □需修正計畫書、知情同意程序及/或文件Modification to the protocol/consent are required
· 需通知目前進行中之受試者此問題/事件
Should notify currently enrolled participants about this problem/event
· 需通知已完成之受試者此問題/事件Should notify past participants about this problem/event
3. □需重新取得仍在試驗/研究中之受試者之同意
Requiring current participants to re-consent to participation
4. □中止試驗/研究(需提會討論，若認為有必要儘早中止以避免產生受試者為害，請聯絡執行秘書，由其洽詢主任委員暫予決定)Suspend the study(must determine by convened IRB, contact Executive Secretary of TMU-JIRB to report to the Chair if immediate suspension recommended )
5. □終止試驗/研究(需提會討論，若認為有必要儘早終止以避免產生受試者為害，請聯絡執行秘書，由其洽詢主任委員暫予決定)Terminate the study(must determine by convened IRB, contact Executive Secretary of TMU-JIRB to report to the Chair if immediate termination recommended )
6. □安排實地訪視Schedule an on-site visit
7. □要求特定教育訓練Request additional research team training：__________
8. □請提供額外資訊Request further information：___________________________
9. □增加期中報告繳交頻率為Increase the frequency of continuing review：______________

10. □轉介試驗/研究或主持人所屬機構Referral to other organizational entities is needed
11. □通報相關主管機關(若通報事件符合UP定義、嚴重或持續不遵從，或TMU-JIRB中止/終止該試驗/研究且依法需通報時)TMU-JIRB must report this problem/event to related government agencies which the study is overseen, like Taiwan MOHW, US FDA, OHRP(if the event meets the criteria of an UP, serious or continuing non-compliance or if TMU-JIRB suspends or terminates the study according to related regulations)
12. □其他Other actions：_________________________

	審查意見Comments

	審查委員Reviewer

	日期Date


判斷邏輯Decision matrix

	
	問題導致受試者或其他人增加受傷害風險

Problem indicates that subjects or others are at increased risk of harm

	
	否No
	是Yes

	非預期問題Problem is unexpected
	否No
	TMU-JIRB已知悉此問題可能發生，並已於之前審查過程予以考量

TMU-JIRB already knew this problem could occur and previously included this consideration in its review.

且AND

問題並未包含對受試者之風險

Problem does not involve risk to subjects.
此非為包含對受試者或其他人風險之未預期問題，不需採行任何措施

This is NOT an unanticipated problem involving risks to subjects or others and no action is necessary to protect subjects.
	問題包含對受試者之風險

Problem involves risk to subjects
但BUT
TMU-JIRB已知此問題可能發生並已於之前審查過程予以考量

TMU-JIRB already knew this problem could occur and previously included this consideration in its review.

此非為包含對受試者或其他人風險之未預期問題，不需採行任何措施

This is NOT an unanticipated problem involving risks to subjects or others and no action is necessary to protect subjects.

	
	是
	TMU-JIRB並不知此問題會發生

TMU-JIRB not know this problem could occur

但BUT

問題並未包含對受試者之風險

Problem does not involve risk to subjects.

此非為包含對受試者或其他人風險之未預期問題，不需採行任何措施

This is NOT an unanticipated problem involving risks to subjects or others and no action is necessary to protect subjects.
	TMU-JIRB並不知此問題會發生

TMU-JIRB did not know this problem could occur

但BUT

問題包含對受試者或其他人之風險

Problem involves risk to subjects or others.

此為包含對受試者或其他人風險之未預期問題，需經委員會討論以保護受試者，必要時需通報相關主管機關及機構內之適當人員或單位

This IS an unanticipated problem involving risks to subjects or others. Convened IRB review is necessary to protect subjects.

Reporting to regulatory agencies and appropriate institutional officials is required.
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