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   لـجنة الأخلاقيـات
   INSTITUTIONAL REVIEW BOARD
   Unanticipated Problem Involving Risks
   to Subjects or Others (UPIRSOs), including Adverse Events (AEs)
   Reporting Form & Guidance Document
   Definitions
   Unanticipated Problem Involving Risks to Subjects or Others (UPIRSOs)
   Any incident, experience or outcome that meets ALL 3 of the following
   criteria:
     1. 
       Is unexpected (in terms of nature, specificity, severity, or
       frequency) given (a) the research procedures described in the
       protocol-related documents, such as the IRB-approved protocol and
       informed consent document and (b) the characteristics of the
       subject population being studied; AND
     2. 
       Is related or possibly related to participation in the research (possibly
       related means there is a reasonable possibility that the incident,
       experience, or outcome may have been caused by the procedures
       involved in the research); AND
     3. 
       Suggests that the research places subjects or others at greater
       risk of harm (including physical, psychological, economic, legal,
       or social harm) than was previously known or recognized.
   Unanticipated Problems Involving Risks to Subjects or Others (UPIRSOs)
   may be medical or non-medical in nature, and include – but are not
   limited to – serious, unexpected, and related adverse events and
   unanticipated adverse device effects (see below). Please note that
   adverse events (as defined below) are reportable to the Institutional
   Review Board (IRB) as UPIRSOs only if they meet all 3 criteria listed
   above.
   Adverse Event (AE)
   Any untoward or unfavorable medical occurrence in a human subject,
   including any abnormal sign (for example, abnormal physical exam or
   laboratory finding), symptom, or disease, temporally associated with
   the subject’s participation in the research, whether or not considered
   related to the subject’s participation in the research (modified from
   the definition of adverse events in the 1996 International Conference
   on Harmonization E-6 Guidelines for Good Clinical Practice). See OHRP
   Guidance on Reviewing and Reporting Unanticipated Problems Involving
   Risks to Subjects or Others and Adverse Events, January 15, 2007 at
   http://www.hhs.gov/ohrp/regulations-and-policy/guidance/reviewing-unanticipated-problems/#Q1
   Serious Adverse Event (SAE)
   Any adverse event that results in any of the following outcomes:
   • Death,
   • A life-threatening experience,
   • Inpatient hospitalization or prolongation of existing
   hospitalization,
   • A persistent or significant disability/incapacity,
   • A congenital anomaly/birth defect, or
   • Any other adverse event that, based upon appropriate medical
   judgment, may jeopardize the subject’s health and may require medical
   or surgical intervention to prevent one of the other outcomes listed
   in this definition.
   Related
   There is a reasonable possibility that the incident, experience or
   outcome may have been caused by the procedures involved in the
   research. See OHRP Guidance on Reviewing and Reporting Unanticipated
   Problems Involving Risks to Subjects or Others and Adverse Events,
   January 15, 2007 at
   http://www.hhs.gov/ohrp/policy/advevntguid.html#Q2, modified from the
   definition of associated with use of the drug in FDA regulations at 21
   CFR §312.32(a).
   Unexpected
   Any adverse event occurring in one or more subjects participating in a
   research protocol, the nature, severity, or frequency of which is not
   consistent with either:
     1. 
       the known or foreseeable risk of adverse events associated with
       the procedures involved in the research that are described in (a)
       the protocol-related documents, such as the IRB-approved research
       protocol, any applicable investigator brochure, and the current
       IRB-approved informed consent document, and (b) other relevant
       sources of information, such as product labeling and package
       inserts; or
     2. 
       the expected natural progression of any underlying disease,
       disorder, or condition of the subject(s) experiencing the adverse
       event and the subject’s predisposing risk factor profile for the
       adverse event.
   Internal Event
   An event that occurs at a study site under the jurisdiction of AUB IRB
   (i.e., AUB IRB serves as the IRB of record).
   Timeframe for Reporting
     1. 
       Events that may require a temporary or permanent interruption of
       study activities by the Principal Investigator or sponsor to avoid
       potential harm to subjects should be reported to the IRB via
       telephone or email immediately or as soon as feasible, followed by
       a written report to the IRB using the UPIRSO Reporting Form no
       more than 5 calendar days after the AUB Principal Investigator
       becomes aware of the event.
     2. 
       Internal Events (defined above) should be reported to the IRB
       using the UPIRSO Reporting Form within 5 calendar days of the
       Principal Investigator becoming aware of the event.
   External Event
   An event that occurs at a study site NOT under the jurisdiction of AUB
   IRB (e.g., at another institution in a multicenter clinical trial).
   Timeframe for Reporting
     1. 
       Events that may require a temporary or permanent interruption of
       study activities by the Principal Investigator or sponsor to avoid
       potential harm to subjects should be reported to the IRB via
       telephone or email immediately or as soon as feasible, followed by
       a written report to the IRB using the UPIRSO Reporting Form no
       more than 5 calendar days after the AUB Principal Investigator
       becomes aware of the event.
     2. 
       External Events (defined above) should be reported to the IRB
       using the UPIRSO Reporting Form within 15 calendar days of the AUB
       Principal Investigator (PI) becoming aware of the event ONLY IF
       either of the following are true:
   (a) The AUB PI has concluded that a change to the protocol is
   necessary to address the risks raised by the event, OR
   (b) A monitoring entity (e.g., an external IRB at the site where the
   problem or event occurred, the sponsor, or the Data Safety Monitoring
   Board, regulatory agencies etc...) has required
   modifications/amendments to the research protocol or consent documents
   as a result of the event.
   For all reports of external events, the UPIRSO Reporting Form must
   include the following information:
   (a) A clear explanation of why the event or series of events has been
   determined to meet criteria for reporting;
   (b) A description of the proposed protocol changes and any corrective
   actions to be taken by the PI in response to the external event; and
   (c) Any aggregated data and an analysis or summary from the sponsor or
   DSMB, when applicable and available, sufficient to explain the
   significance of the event or series of events in order to ensure the
   information is interpretable and relevant to the IRB’s task of
   protecting the rights and welfare of human participants.
   All internal and external events that may represent UPIRSOs should be
   promptly reported (in accordance with the timeframes as described
   above), regardless of whether they occur during the conduct of the
   study or after the study has closed at AUB, or whether they involve a
   subject who has withdrawn from or completed study participation. The
   IRB will make a late reporting notation to all UPIRSOs reported
   outside the timeframes as outlined above, and repeated incidences of
   late reporting may constitute continuing noncompliance. If changes to
   the research or consent process are proposed as a result of the event,
   or if additional information will be provided to current and/or past
   subjects, an amendment request with modified consent also must be
   submitted for IRB review and approval.
   Events that do not meet the requirement of UPIRSO should be reported
   to the IRB through the annual review process (continuing review).
   IMPORTANT NOTE: This form is to be used to report to the IRB ONLY
   those incidents, experiences or outcomes that are determined by the
   Principal Investigator to meet ALL 3 of the following: (1) Unexpected;
   AND (2) at least POSSIBLY Related to participation in the research;
   AND (3) Serious or suggests that research participation places
   subjects or others at a greater risk of harm than previously known.
   Please make sure to submit a typed version of this form.
   The IRB will review all serious adverse event reports to reevaluate
   the risks and benefits of the research, need for changes, etc.
   Principal investigators will be notified of any action taken.
   Please complete the following information:
   IRB Protocol #
   Date Submitted to IRB:
   Date PI notified of UPIRSO/AE:
   Onset of Event/Problem:
   End Date of Event/Problem:
   Title of Research Project:
   Principal Investigator (PI):
   AUB/AUBMC PI Department:
   AUB/AUBMC PI phone number & e-mail address:
   Protocol contact person:
   Contact person internal telephone extension:
   Contact person e-mail address:
   Keyword Description of Event/Problem:
   Participant study number (if applicable):
   Participant initial:
   Medical records number at AUBMC (if applicable):
   Report (Choose ONE):
   Initial (first) Report of Problem/Event
   Follow-up Report (report #):____
   What is being reported? (Choose ONE)
   □ Unanticipated Problem Involving Risks to Subjects or Others
   (UPIRSO)(complete Sections I & III)
   □ Adverse Event (AE) (complete Section II & III)
   SECTION I: Reporting of an Unanticipated Problem Involving Risks to
   Subjects or Others (UPIRSO)
   Is the incident, experience or outcome unexpected (in terms of nature,
   severity or frequency including those resulting from protocol
   deviations given (a) the research procedures described in the
   protocol-related documents, such as in the IRB-approved protocol and
   informed consent document and (b) the characteristics of the subject
   population being studied)?
   YES NO*
   Is the incident, experience or outcome related or possibly related to
   participation in the research?
   YES NO*
   Does the incident, experience or outcome suggest that the research
   places subjects or others at greater risk of harm (including physical,
   psychological, economic, legal, or social harm) than was previously
   known or recognized?
   YES NO*
   *All 3 criteria MUST be checked YES to require prompt reporting to the
   IRB using this form. Otherwise, it should be reported to the IRB in
   summary form at the time of continuing review.
   SECTION II: Reporting of an Adverse Event (AE)
   Is the Adverse Event Unexpected (in terms of nature, severity or
   frequency given (a) the research procedures described in the
   protocol-related documents, such as the IRB-approved protocol and
   informed consent document and (b) the characteristics of the subject
   population being studied)?
   YES NO*
   Is the Adverse Event is Related or possibly Related to participation
   in the research?
   YES NO*
   Is the Adverse Event Serious (death, life-threatening,
   hospitalization, persistent or significant disability or incapacity)?
   YES NO*
   *All 3 criteria MUST be checked YES to require prompt reporting to the
   IRB using this form. Otherwise, it should be reported to the IRB in
   summary form at the time of continuing review.
   SECTION III (Cannot be left blank)
     1. 
       Describe in detail the incident, experience or outcome being
       reported (including the AUB PI’s assessment of how/why it meets
       the 3 criteria listed in either Section I or II above; what
       occurred; what, if any actions were taken in response; and the
       outcome). Briefly describe the adverse event. Include patient’s
       demographics and pertinent medical information (e.g., diagnosis,
       physical exam, lab values, concomitant medications, etc.),
       treatment the subject received before and after the event (if
       applicable), subject’s prognosis, and final outcome if known at
       time of completing the form. Attach additional supporting
       documentation, as necessary. Do not include subject’s personally
       identifiable information for external reports.
     1. 
       Does the AUB PI or study sponsor require an interruption of study
       activities (either temporary or permanent) to avoid potential harm
       to subjects as a result of the incident, experience or outcome?
   NO
   YES (Please explain):
     2. 
       Where did the incident, experience or outcome occur?
   INTERNAL (occurred at a study site under the jurisdiction of a AUB
   IRB)
   Indicate the specific location:
    AUBMC premises
    AUB premises
    Non-AUB/AUBMC premises
   OR
   EXTERNAL** (occurred at a study site NOT under the jurisdiction of a
   AUB IRB)
   Specify study site location:
   ** The external incident, experience or outcome must be reported to
   the IRB using this form ONLY if the AUB PI or a monitoring entity
   requires an amendment to the protocol and/or consent documents at AUB
   as a result of the external incident, experience or outcome.
     3. 
       In the AUB PI’s opinion, does the incident, experience or outcome
       change the overall risk to subjects or the risk/benefit ratio as
       stated in the AUB protocol?
   NO
   YES [A request to amend the protocol and/or consent form(s) along
   with a copy of the revised form(s), MUST be submitted promptly to the
   IRB for review/approval] SKIP TO QUESTION 6.
     4. 
       Is a modification of the protocol and/or the consent form(s)
       necessary?
   YES (For external events to be reported using this form, the answer
   MUST be “YES”) A request to amend the protocol/consent form(s), along
   with a copy of the revised form(s), or the PI’s interim management
   plan, MUST be submitted promptly to the IRB.
   NO (Why not?)
   This is a single occurrence of an incident, experience or outcome
   that, in the AUB PI’s opinion, does not warrant modification of the
   protocol/consent at this time.
   Other (Please explain):
     5. 
       What change(s) are being made to the protocol/consent form(s) as a
       result of this incident, experience or outcome?
   NO changes are being made to the protocol/consent form(s).
   Change(s) to the protocol are being made as a result of the incident,
   experience or outcome.
   (Include a brief description of changes: )
    Change(s) to the consent form(s) are being made as a result of the
   incident, experience or outcome. (Include a brief description of
   changes: )
     6. 
       Describe in detail the corrective and preventive action plan that
       has been and/or will be implemented to address this incident,
       occurrence or outcome and/or prevent future occurrences of such
       incidents, experiences or outcomes. This plan should include the
       PI’s interim management plan, if necessary prior to the IRB
       approval an amendment.
     7. 
       Has a report been sent to the sponsor and/or data safety
       monitoring board (DSMB) for consideration?
   YES (Date sent: _________________) A copy of the report MUST be
   submitted to the IRB.
    NO (Why not? Explain):
     8. 
       The incident, occurrence or outcome has been or will be reported
       to (check all that apply):
   Collaborating investigators
   Other – specify:
   No other reporting
   FOR EXTERNAL EVENTS ONLY: The sponsor’s (or DSMB’s) analysis or
   summary of the incident, experience or outcome MUST be submitted with
   this report.
   ATTESTATION
   As the Principal Investigator, I understand that I am responsible for
   the accurate and timely documentation, investigation, follow-up, and
   reporting of all UPIRSOs (including AEs) to the IRB.
   PI Signature:
   Date :
   I
   □ The IRB took note of the AE and did not request any action
   □ The IRB requests modifications as follows:
   ……………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………....
   IRB Chairman’s or designee Name and Signature: Date
   …………………………………………………… ………………………….
   The original copy of this form shall be provided to the PI
   A copy shall be kept in the research study file at the IRB
   RB Office Review
   Institutional Review Board
   Page 8 of 8
   Version 1, July 2017


               


			  
			  
            

          

		  
		 
		  
		  
		  

		    
		  
			  	Prof dr psh Leeflang Emeritus Frank m Bass Distinguished
	NOTICE TO PATIENTS – TRAVEL INFORMATION PLEASE RETURN YOUR
	un Convention on Biological Diversity Decision Vii18 Incentive Measures
	TC AHİLER KALKINMA AJANSI PERSONEL ÇALIŞTIRILMASINA DAYALI (TEMİZLİK VE
	SCAVENGER HUNT FINDING EVIDENCEBASED STRATEGIES AND INTERVENTIONS PROGRAMS TO
	COMITE TECNICO CONSULTIVO SOBRE OPERACIONES PORTUARIAS I INTRODUCCIÓN II
	(LOGO ENTITAT) MODELACORDVOLUNTARIATAGÈNCIADELVOLUNTARIAT ACORD DE COL·LABORACIÓ VOLUNTÀRIA A PALMA
	Rzeszów dn 23082022 r Regulamin Zawodów w Pięcioboju Myśliwskim
	TIMING CHAIN FORD AEROSTAR 19861997 REPAIR GUIDE A PREVIOUS
	Thema Namen wie Entstanden Nachnamen?  bis Ungefähr ins
	CURSO SEMIPRESENCIAL  FARMACOVIGILANCIA DE MEDICAMENTOS VACUNAS Y BIOLÓGICOS
	p Erformance Improvement Plan Purpose to Identify Areas Where
	BOLETÍN “LAS MATEMÁTICAS EN LA ENSEÑANZA MEDIA” NÚMERO 56
	KAFKAS ÜNİVERSİTESİ ATATÜRK SAĞLIK HİZMETLERİ MESLEK YÜKSEKOKULU STRATEJİK PLAN
	PUBLIC HEALTH SERVICE WASHINGTON DC 20201 MEMORANDUM OF UNDERSTANDING
	D EPARTMENT OF NATURAL RESOURCES AND ENVIRONMENT TASMANIA CROWN
	ZAWIERCIE DNIA 06112015R DYREKTOR POWIATOWEGO CENTRUM POMOCY RODZINIE W
	ŽELIM SPONZORIRATI UDRUGU CRESINSULA ACTIVA U IZNOSU OD KN!
	INFORMACE K TRÉNINKOVÉMU PLÁNU VZDĚLÁVÁNÍ PRO PRODEJCE V TERÉNU
	INDICE TITOLO PROGETTO DI UNA RETE METROPOLITANA 1 LE
	TOWER HAMLETS CHILDRENS SERVICES DIRECTORATE GUIDANCE ON THE MISSING
	NOTEWORTHY CHANGES TO THE NICE CLASSIFICATION SYSTEM UNDER THE
	2 VALSTYBĖS IR SAVIVALDYBIŲ ĮSTAIGŲ DARBUOTOJŲ VEIKLOS VERTINIMO TVARKOS
	PROGRAMACIÓN CONJUNTA MUSE LO QUE VAMOS A COMPARTIR DOCUMENTO
	INFORMED CONSENT TEMPLATE THESE GUIDELINES ADDRESS MOST BUT NOT
	Nina Hyams Missing Subjects Draftoctober 2008 Missing Subjects in
	INFORME DE COYUNTURA Y PERSPECTIVAS ECONÓMICAS – DICIEMBRE 2016
	QUESTIONS & ANSWERS OVER DE HEFFINGEN WIE MOET ZICH
	A JUNTAMENT DE LA CIUTAT D’ALGEMESÍ P LAÇA MAJOR
	REGISTRATION FORM AND PAYMENT DATA 11TH ISOS 2011 FILL



			  

		  
			  	STATEMENT SHOWING THE PARTICULARS OF PHD DEGREES AWARDED FOR
	FOCUS ON VOCABULARY AND LANGUAGE SEXUAL MOTIVATION AND THE
	V8 PRIMARY EXPERIENCE OPTION CHOICE FORM SEE WWWPENDARRENORG FOR
	WYDZIAŁ INFORMATYKI ELEKTROTECHNIKI I AUTOMATYKI UNIWERSYTET ZIELONOGÓRSKI SPRAWOZDANIE Z
	UMOWA NR OG 35262018 ZAŁ NR 2 ZAWARTA W
	Collectieve Arbeidsovereenkomst Tussen de Ondergetekenden Linde gas Benelux bv
	MMLDWG49 ANNEX PAGE 0 WIPO E MMLDWG44 ORIGINAL ENGLISH
	J’INFORME LES POPULATIONS QU’ELLES ONT LE DROIT DE FAIRE
	LICENSE ATTRIBUTIONS  THIS PRODUCT INCLUDES OR MAY INCLUDE
	HISTORIA DEL ARTE LA HISTORIA DEL ARTE TIENE POR
	MEDICIÓN DEL USO Y DESEMPEÑO DEL CANAL DE ACCESO
	BOURSES DE SOUTIEN À LA MOBILITE ENTRANTE DE DOCTORANTS
	1 RARITAN STAMPS INC PO BOX 425 CRANBURY NJ
	LINK TO GHM0045 (INDEX 3600) LINK TO GHM0049 (INDEX
	ACANCER DE PULMON NO CELULA PEQUEÑA (CPNCP) A1 TRATAMIENTO
	EUROPEAN COMMISSION EDUCATION AUDIOVISUAL AND CULTURE EXECUTIVE AGENCY CREATIVE
	INTERNATIONAL CIVIL AVIATION ORGANIZATION WORKING PAPER ACPWG I06IP04 3192008
	NVFC CHIEF JAMES P SEAVEY SR HEALTH AND WELLNESS
	EXTRACTO NORMA INTERNACIONAL DE AUDITORÍA 700 FORMACION DE LA
	PTCHAIKOVSKY ”SWAN LAKE” CHARACTERS ODETTE – ODILE PRINCESS MOTHER



			  
        

		 
      

	  
    

          

    
    
      
     
      
      
      
      
        
          
            
              
                Todos los derechos reservados @ 2021 - FusionPDF

              
              
                
                 
                
                
                
                
                
                
              

            

          

        

      

      

    
      

    
    
      
    

    
          
    
    
    
    
    
    
    
    
    
    



  