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	PURPOSE and INSTRUCTIONS

	The purpose of this form is to provide additional information about safety monitor or DSMB reports OR research-related problems or events to Human Subjects Division (HSD) for review.

1. Complete this form. 
2. To check a box, place an “X” in the box. To answer a text field question, make sure your cursor is in the gray text field before typing or pasting content. 
3. In Zipline, select Report New Information (RNI) and answer all questions on the Zipline SmartForm.
4. Upload this form and any other supporting documents.
5. Submit the RNI to HSD in Zipline.

If the RNI requires any changes to the study please submit a modification in Zipline and ‘link’ the modification to the RNI (question #6 of the Zipline RNI SmartForm).

Questions? Contact hsdreprt@uw.edu.


	Study Title:
	     

	

	1. SAFETY MONITOR OR DSMB REPORT

	1.1 Is this a safety monitor or DSMB report?

	
	
	Yes 

	
	
	No  [Go to Section 2 PROBLEM DESCRIPTION below]

	1.2 If the report is being submitted more than 10 business days after you became aware of it explain why the RNI submission was delayed.  

	
	     

	1.3 Does the report identify any adverse events or noncompliance (e.g., protocol deviations)?

	
	
	Yes

	
	
	No [STOP - Upload this form as a Supporting Document to the RNI in Zipline]

	
1.4 Do any of the adverse events or noncompliance described in the report meet HSD reporting requirements as outlined in the Guide to Reporting New Information (e.g. data breach or loss of subject confidentiality/privacy, serious or continuing noncompliance, unanticipated problem, new risk information not described in the current IRB-approved study protocol and/or consent form)?


	
	
	Yes [Complete Section 2 PROBLEM DESCRIPTION below for all applicable events] 

	
	
	No  [STOP - Upload this form as a Supporting Document to the RNI in Zipline]

	

	2. PROBLEM DESCRIPTION

	2.1 Type of Report:

	
	
	Initial
	

	
	
	Follow-up
	RNI # of Initial Report (e.g., RNI00001234):
	     

	2.2.a. Relationship between problem and research activities:

	
	
	Not related. [STOP – problems or events that are clearly unrelated to the research do not need to be 
reported to HSD]

	
	
	

	
	
	Probably related. This means it is more likely than not that the incident, experience, or outcome was caused by the procedures involved in the research, or that it is associated with the use of any drug, biologic, or medical device that is part of the research.

	
	
	

	
	
	Related
	

	2.2.b. Explain why you think  the problem or event is related or probably related to the research:

	
	     

	2.3 Was the problem or event unexpected? “Unexpected” means that the harm or (potential harm) is inconsistent with (1) the risk information previously described to and reviewed by the IRB in terms of nature, severity, or frequency and/or (2) the characteristics of the subject population.

	
	
	Yes

	
	
	No

	2.4 Description of the nature, circumstances, who was involved (e.g., subjects affected by the problem, study staff), and consequences of the problem:

	
	Note: Please do not include any individually identifiable health information about a research subject (e.g., subject name, age, medical record number, etc.).

	
	     

	2.5 Date(s) and time(s) of occurrence:

	
	     

	2.6 Location where the problem occurred:

	
	     

	2.7 Indicate the total number of subjects involved in the problem or event: 

	
	     

	

	2.8 Was the problem due to something within the control of the research team? Note: Inconsistency with IRB-approved procedures due to a subject’s own non-adherence to the protocol or research instructions is not considered to be an event that was under the control of the research team.

	
	
	Yes

	
	
	No

	2.9.a. Has this kind of problem occurred before in connection with this study (any site or location)?

	
	
	Yes

	
	
	No

	2.9.b. If ‘yes’, provide details about the previous problem(s) (e.g., how many times the problem occurred, where and when it occurred, who was affected, etc.)

	
	     

	2.10 Provide a root cause analysis as to why the event occurred and what factors contributed to the problem:

	
	Note: A root cause is typically a finding related to a process or system that has a potential for redesign to reduce risk.  Each finding that is identified as a root cause should be considered for an action and addressed in the action plan in SECTION 3. CORRECTIVE AND PREVENTIVE ACTION PLAN.

	
	     



	3. CORRECTIVE AND PREVENTIVE ACTION (CAPA) PLAN

	Corrective actions are those taken to resolve a problem and preventive actions are those actions that keep the problem from reoccurring. When developing the CAPA plan, consider the root cause(s) of the problem and use the S.M.A.R.T approach below. The UW IRB uses the S.M.A.R.T. approach when evaluating the CAPA plan.
 
· Specific: Compliant with regulations, addresses the full observation or root cause, accountable to named individual or role
· Measurable: Action could be measured to demonstrate whether it is adequate to address the root cause
· Achievable: Addresses all implicated processes and levels
· Realistic: Plan can be carried out given the available resources, knowledge and expertise
· Time-bound: Assigned to a person or role who can accomplish the action in a given time period, addresses the urgency and criticality of the problem

	3.1.a. Is the problem resolved?

	
	
	Yes

	
	
	No 

	3.1.b. If ‘yes’, explain the corrective actions taken to resolve the problem.

	
	     

	3.1.c. If ‘no’, explain why the problem is not resolved and the next steps for resolving the problem using the S.M.A.R.T. approach described above.

	
	     

	3.2 Explain whether enrolled subjects need to be informed about the problem. If subjects need to be informed, consider how and when notification should occur.

	
	     

	3.3 Describe your plans to prevent the event from happening in the future using the S.M.A.R.T. approach described above. (Note: any changes to the overall study must be described in a separate modification that is linked to this RNI. Contact the Regulatory Affairs team at hsdreprt@uw.edu with questions about whether a separate modification is needed): 

	
	     



	4. PROBLEMS COVERED BY HUMAN SUBJECTS ASSISTANCE PROGRAM (HSAP)

	Complete this section ONLY if reporting an adverse physical or psychological event AND you think it is eligible for financial assistance from the UW Human Subjects Assistance Program (HSAP).

The HSAP is a discretionary University of Washington (UW) program. It may provide financial assistance, upon request, to research subjects who have a qualifying research-related medical problem that is likely caused by UW research.

	4.1 Did the adverse physical or psychological event occur in the context of study-related activities or interventions?

	
	
	Yes

	
	
	No

	4.2 If yes, please email the following information to hsdreprt@uw.edu:
· Subject’s name
· Subject’s age
· Subject’s mailing address
· Name of the health facility where care was provided
· Patient medical record number at the health facility
· A scanned copy of the consent form signed by the subject
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