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Notes to the AuthorRisk Management Plan for [PROTOCOL #]


[This document is a template of a Risk Management Plan document for a project. The template includes instructions to the author, boilerplate text, and fields that should be replaced with the values specific to the project.
· Blue italicized text enclosed in square brackets ([text]) provides instructions to the document author, or describes the intent, assumptions and context for content included in this document.
· Blue italicized text enclosed in angle brackets (<text>) indicates a field that should be replaced with information specific to a particular project.
· Text and tables in black are provided as boilerplate examples of wording and formats that may be used or modified as appropriate to a specific project. These are offered only as suggestions to assist in developing project documents; they are not mandatory formats.

When using this template, the following steps are recommended:
1. Replace all text enclosed in angle brackets (e.g., <Project Name>) with the correct field document values. These angle brackets appear in both the body of the document and in headers and footers. To customize fields in Microsoft Word (which display a gray background when selected) select File->Properties->Summary and fill in the appropriate fields within the Summary and Custom tabs.
After clicking OK to close the dialog box, update all fields throughout the document selecting Edit>Select All (or Ctrl-A) and pressing F9. Or you can update each field individually by clicking on it and pressing F9.
These actions must be done separately for any fields contained with the document’s Header and Footer.
2. Modify boilerplate text as appropriate for the specific project.
3. To add any new sections to the document, ensure that the appropriate header and body text styles are maintained. Styles used for the Section Headings are Heading 1, Heading 2 and Heading 3. Style used for boilerplate text is Body Text.
4. To update the Table of Contents, right-click on it and select “Update field” and choose the option - “Update entire table”.
5. Before submission of the first draft of this document, delete this instruction section “Notes to the Author” and all instructions to the author throughout the entire document.
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[bookmark: _Toc216786989][bookmark: _Toc104887533][bookmark: _Toc104887695][bookmark: _Toc107198556][bookmark: _Toc148928075][bookmark: _Toc208201454][bookmark: _Toc106079533]Glossary
Risk: The combination of the probability of occurrence of harm and severity of that harm; the effect of uncertainty on objectives

Likelihood: Chance of something occurring

Detectability: The ability to discover or determine the existence, presence, or fact of a hazard

Impact: A measure of the possible consequences of a non-compliance, with consideration of participant safety/rights and data integrity.

Risk analysis: Risk analysis is about determining the probability, detectability and impact of the risk; assigning an overall risk
severity score, using either a semi-quantitative or qualitative method. It also takes into consideration the various causes of the
risks and the current control measures in place.

Risk assessment: Risk assessment is the overall process of risk identification, analysis and evaluation of the severity that will in turn guide to prioritise risks that need to suitably addressed.

Risk response: All those actions taken to address the risks that have been identified, analysed and prioritized. These can include risk acceptance, mitigation, avoidance or transfer. 

Sponsor: For the purpose of this tool, the term 'Sponsor' includes Sponsor-Investigators

Study: For the purpose of this tool, the term 'Study' includes research studies, clinical studies, and clinical trials

[bookmark: _Toc216786990]1.0 INTRODUCTION
1.1 [bookmark: _Toc104887534][bookmark: _Toc104887696][bookmark: _Toc107198557][bookmark: _Toc148928076][bookmark: _Toc208201455][bookmark: _Toc216786991]Purpose Of The Risk Management Plan
[bookmark: OLE_LINK2]A risk is an event or condition that, if it occurs, could have a positive or negative effect on a project’s objectives. Risk Management is the process of identifying, assessing, responding to, monitoring and controlling, and reporting risks. This Risk Management Plan defines the Critical to Quality Factors (CtQs) and how risks associated with these CtQs will be identified, analyzed, and managed. It outlines how risk management activities will be performed, recorded, and monitored throughout the lifecycle of the study and provides templates and practices for recording and prioritizing risks by the study team.

[bookmark: _Toc107198558][bookmark: _Toc107198559][bookmark: _Toc95023611][bookmark: _Toc95033007][bookmark: _Toc95033138][bookmark: _Toc94000113][bookmark: _Toc94000451][bookmark: _Toc94000536][bookmark: _Toc94000784][bookmark: _Toc94000896][bookmark: _Toc107198561][bookmark: _Toc148928077][bookmark: _Toc208201456][bookmark: _Toc216786992][bookmark: _Toc107198562]2.0 Risk management Procedure
2.1 [bookmark: _Toc148928078][bookmark: _Toc208201457][bookmark: _Toc216786993]Process
[bookmark: _Hlk216163868][Summarize the steps necessary for responding to project risk.]  
[bookmark: _Toc148928079]The Sponsor will ensure that risks are actively identified, analyzed, and managed throughout the life of the project.  Risks will be identified as early as possible in the project to minimize their impact.  The steps for accomplishing this are outlined in the following sections.  
2.2 [bookmark: _Toc208201459][bookmark: _Toc216786994] Quality by Design
Risk reduction strategies should be incorporated into the protocol design and contracts with parties involved in carrying out responsibilities, such as monitors. The monitoring plan should include strategies to monitor for and identify risk; working congruently with the clinical trial risk assessment tool. 
2.3 [bookmark: _Toc216786995] Critical to Quality Factors
During protocol development, the sponsor will identify those processes and data that are critical to ensure human participant protection and the reliability of trial results. This will 
[Refer to the CTTI CTQ principles document to support CTQ evaluation and identification. For each of the critical data and processes listed below, describe in the ‘rationale’ column how it relates to generating reliable data and providing appropriate protection to research participants.
For trials receiving their NOL after April 1, 2026, a version of this table should be included in the protocol Quality Control/Quality Assurance section. 

For trials that received their NOL before April 1,2026, this can be documented solely in a risk management plan. However, should an amendment  to the protocol be submitted for other reasons after April 1, 2026, the sponsor should then also add the Critical to Quality factors to the revised protocol.]

	List critical to quality factor
	Rationale

	 
	 

	 
	 

	 
	 

	 
	 


 	 	 	 
2.4 [bookmark: _Toc216786996]Risk Identification
Risk identification will involve the Sponsor team evaluating the risks that threaten the integrity of the identified CtQs The sponsor will evaluate the likelihood of the risk occurring, the extent of which the risk can be detected, and the impact on the CtQ. 

2.5 [bookmark: _Toc107198563][bookmark: _Toc148928080][bookmark: _Toc208201461][bookmark: _Toc216786997]Risk Analysis
All risks identified will be assessed to identify the range of possible trial outcomes.  Risks will be prioritized by their level of importance.  

2.5.1 [bookmark: _Toc148928081][bookmark: _Toc208201462][bookmark: _Toc216786998]Qualitative Risk Analysis
The probability and impact of occurrence for each identified risk will be assessed by the Sponsor using the following approach: 

[bookmark: _Toc148928082][bookmark: _Toc208201463]
	Score Definitions (Example of a 5 point scale)

	 
	1
	2
	3
	4
	5

	Impact Score
	Negligible
	Marginal
	Moderate
	Critical
	Catastrophic

	Likelihood Score
	Rare
	Unlikely
	Possible
	Likely
	Almost certain

	Detectability Score
	Almost certain
	Likely
	Possible
	Unlikely
	Impossible



2.5.2 [bookmark: _Toc216786999][bookmark: _Toc107198565]Quantitative Risk Analysis
Analysis of risk events that have been prioritized using the qualitative risk analysis process and their affect on trial activities will be estimated, a numerical rating is applied to each risk based on quantitative analysis, and then documented in this section of the risk management plan.  

	Risk Tolerance (3 point scale)

	Total Risk Score
	Priority for Risk Controls

	19-27
	High (risk controls required)

	10-18
	Medium (risk controls recommended)

	1-9
	Low (acceptable risk)



2.5.3 [bookmark: _Toc216787000]Risk Response Planning
Each major risk will be assigned to a risk owner for monitoring and controlling purposes to ensure that the risk will not “fall through the cracks”.  

For each major risk, one of the following approaches will be selected to address it:
· Avoid – Eliminate the threat or condition or to protect the project objectives from its impact by eliminating the cause
· Mitigate – Identify ways to reduce the probability or the impact of the risk
· Accept – Nothing will be done 
· Contingency –Define actions to be taken in response to risks
· Transfer – Shift the consequence of a risk to a third party together with ownership of the response by making another party responsible for the risk (buy insurance, outsourcing, etc.)

For each risk that will be mitigated, the Sponsor team will identify ways to prevent the risk from occurring or reduce its impact or probability of occurring.  This may include modifying databases, writing job aids, adding resources, etc. 

For each major risk that is to be mitigated or that is accepted, a course of action will be outlined in the event that the risk does materialize in order to minimize its impact.

2.5.4 [bookmark: _Toc216787001]Risk Assessment Log

	Risk Factors
	Risk Scores (see 2.3.1)

	
	Impact
	Likelihood
	Detectability
	Total

	Critical to Quality Factor: <critical factor>

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Critical to Quality Factor: <critical factor>

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Critical to Quality Factor: <critical factor>

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Critical to Quality Factor: <critical factor>

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Critical to Quality Factor: <critical factor>

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Critical to Quality Factor: <critical factor>

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Critical to Quality Factor: <critical factor>

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



2.5.5 [bookmark: _Toc216787002]Risk Management Log

	Critical Factor
	Risk Factor
	Risk Response
	Risk Owner
	Proposed Risk Control(s)

	 
	 
	· Avoid
· Mitigate
· Accept
· Contingency
· Transfer

	· 
	· Risk control suggestions to consider:
· Create / revise monitoring plan
· Modify database; build automatic queries
· Training / retraining (list specific training sessions, tentative dates, and who should attend)
· Create / revise written procedures or work instructions
· Request internal audit / quality review
· Create / modify communication plans; escalation procedures
· Create / modify a study tool

	 
	 
	
	
	 

	 
	 
	
	
	 


[bookmark: _Toc148928083][bookmark: _Toc208201464]
2.6 [bookmark: _Toc148928084][bookmark: _Toc208201465][bookmark: _Toc216787003]Risk Monitoring, Controlling, And Reporting
The level of risk on a project will be tracked, monitored and controlled and reported throughout the project lifecycle.  [Describe the methods and metrics that will be used to track the project’s risk status throughout the lifecycle]. 

Risks will be assigned a risk owner(s) who will track, monitor and control and report on the status and effectiveness of each risk response action to the Project Manager and Risk Management Team on a <insert timeframe>. 

As Risk Events occur, the list will be re-prioritized risk management plan will reflect any and all changes to the risk lists including secondary and residual risks.

The Sponsor or delegate will: 
· Review, reevaluate, and modify the probability and impact for each risk item [timeframe, as needed, quarterly, annually, etc.]
· Analyze any new risks that are identified and add these items to the risk list (or risk database).
· Monitor and control risks that have been identified

The Risk Owner will:
· Help develop the risk response and risk trigger and carry out the execution of the risk response, if a risk event occurs.
· Participate in the review, re-evaluation, and modification of the probability and impact for each risk item on a weekly basis.
· Identify and participate in the analysis of any new risks that occur.  
· Escalate issues/problems to Sponsor (-Investigator) that,
· Significantly impact the projects triple constraint or trigger another risk event to occur.
· Require action prior to the next review
· Risk strategy is not effective or productive, causing the need to execute the contingency plan.

Risk activities will be recorded in the <Document Name/ Risk Database Name> located on <full network path location>.  

[bookmark: _Toc148928085][bookmark: _Toc208201467]
[bookmark: _Toc216787004]Continuous Risk Management
The Risk Management Plan will be reviewed as a standing agenda item for study team meetings. [Outline any other plans for continuous review of study risks]

[bookmark: _Toc206396299][bookmark: _Toc206396466][bookmark: _Toc206396677][bookmark: _Toc206396725][bookmark: _Toc75336564][bookmark: _Toc208201468]
[bookmark: _Toc216787005]Closing a Risk
A risk will be considered closed and removed from the risk management plan when it meets the following criteria: 

· [List the criteria when a risk can be closed]
· [Who has the authority to close a risk?]
[bookmark: _Toc75336565]Examples:
· Risk is no longer valid
· Risk Event has occurred
· Risk is no longer considered a risk




[bookmark: _Toc107027580][bookmark: _Toc107027790]
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