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CP-CTNet Protocol Audit Risk Level Assessment Form

This form is to be used by DCP PIO when determining the risk level of a protocol.  Place a check mark in the box that most accurately describes the protocol being assessed. When there is more than one check box for a risk level, the protocol only needs to meet ONE of the criteria to merit assignment of that risk level to that category. For the agent approval status and clinical procedures categories, the risk level criteria differ by type of agent (OTC vs FDA regulated) or type of participant (healthy volunteer vs targeted). The criteria that pertain only to one type of agent or one type of participant are listed beneath a bolded header indicating that they apply only to that case.

(L= Low, I = Intermediate, H = High)

	Agent Approval Status	

	L
	FDA approved agent:
[bookmark: Check1]|_| Indication, dose and form is consistent with the package label.
OTC medication/supplement/remedy:
[bookmark: Check2]|_| Indication, dose and form is consistent with the package label.
No Study Agent - skip to Clinical Procedures

	I
	FDA approved agent: 
[bookmark: Check3]|_| Indication; dose concentration, interval, duration or form varies from the package label.
[bookmark: Check4]|_| Used in novel combination with another agent.
OTC medication/supplement/remedy:
[bookmark: Check5]|_| Dosing exceeds recommendation on package label.

	H
	[bookmark: Check6]|_| Not FDA approved.

	Agent Toxicity	

	L
	[bookmark: Check10]|_| No to Mild toxicity is common or expected.

	I
	[bookmark: Check7]|_| Mild to Moderate toxicity is common or expected and, if necessary, can be controlled with an OTC medication.
[bookmark: Check8]|_| FDA approved agent with a black box warning but the at-risk population is excluded from participation.
[bookmark: Check9]|_| Agent is an OTC medication/supplement/remedy with a warning/caution that includes the study population.

	H
	[bookmark: Check12]|_| Moderate to severe toxicity is common or expected and may require medical intervention by a health care professional and/or treatment with Rx med.
[bookmark: Check11]|_| Package label contains a black box warning that includes the study population.

	Agent Administration	

	L
	[bookmark: Check13]|_| Self-administered with simple dosing instructions, (i.e., "Take x capsules/x times per day') with no dose changes unless dose is modified for a DLT.

	I
	[bookmark: Check14]|_| Self-administered but with special dosing instructions (e.g., dose escalation, pair with a specific meal, no eating or drinking for a specified period before or after dosing, food/medication/product restrictions, dose must be taken within a prescribed window prior to a clinical or research procedure).  
Examples include: avoidance of grapefruit juice, no use of topical or inhaled steroids, no smoking, do not take study agent on visit day until after blood draw.




	Agent Administration (continued)


	H
	[bookmark: Check15]|_| Must be administered by trained staff.
[bookmark: Check16]|_| Protocol requires post dose monitoring for reaction.
[bookmark: Check17]|_| Protocol requires presence of a rescue medication in case of drug reaction.
[bookmark: Check18]|_| Protocol requires administration in conjunction with another drug to prevent drug reaction.
[bookmark: Check19]|_| Special preparation is required for dosing (e.g., reconstitution, or admixing of two agents).

	Agent Storage	

	L
	[bookmark: Check20]|_| Ambient room temperature.

	I
	[bookmark: Check21]|_| Controlled temp storage (e.g., refrigeration) that is commonly available in the home setting.

	H
	[bookmark: Check22]|_| Specialized, monitored and/or controlled temp storage. For example, storage in a -80 freezer or controlled substance management is required.

	
Clinical Procedure(s) - biopsies, scans, x-rays, blood draws etc. (refer to CP-CTNet  REFGD17 | Protocol Risk Assessment to Determine the Level of Targeted Source Data Verification During a CP-CTNet Audit)

	L
	Healthy volunteers (no medical condition, trait, exposure or increased risk is required for eligibility):
[bookmark: Check23] |_| Procedure(s) is of no or very low risk of physical or mental discomfort, injury or side effect.
Targeted population (a specific medical condition/diagnosis, genetic trait, exposure, or increased risk is required):
[bookmark: Check24]|_| Procedures are SOC for the condition, or non-invasive, or at no or very low risk of physical or mental discomfort, injury or side effect.

	I
	Healthy Volunteers
[bookmark: Check25]|_| Protocol requires an invasive clinical procedure(s) that involves a mild degree of risk and/ or physical/mental discomfort.
Targeted Population
[bookmark: Check26] |_| Protocol requires non-SOC procedure(s) associated with a mild degree of risk and/or mild physical/mental discomfort OR requires modification of a SOC procedure such that the associated risk/level of physical/mental discomfort is mildly increased (Example: Two tissue samples are obtained from standard of care locations instead of one, to allow for a “for research purposes only” sample but the resulting increased risk of bleeding/discomfort is minimal, or expanding the field of a SOC CT scan from head and neck to head, neck and abdomen).

	H
	[bookmark: Check27]|_| Protocol requires non-SOC procedure(s) with a moderate to high degree of risk and/or side effects and/or physical or emotional discomfort (Example: Obtaining a tissue sample for research purposes only when the individual has already had a diagnostic biopsy) OR modification of a SOC procedure such that the associated risk, emotional or physical discomfort is moderately or greatly increased (Example: Requiring that a sample of normal tissue be obtained during a SOC diagnostic biopsy resulting in a moderate to substantial increased risk of bleeding and/or discomfort). 






	Participant Health Status	

	L
	[bookmark: Check28]|_| Healthy volunteers (no medical condition, trait, exposure or increased risk is required for eligibility).

	I
	[bookmark: Check29]|_| Targeted population whose targeted status is not expected to require non-protocol medical intervention during the course of the study.


	H
	[bookmark: Check30]|_| Targeted population whose targeted status may require medical intervention prior to the individual’s completion of the study, such that the Adverse Event profile of the study agent or study endpoint(s) may be compromised 

	Ability to Provide Informed Consent	

	L
	[bookmark: Check31]|_| Candidates are adults, no cognitive impairments, no vulnerable populations and the risk of participation is known.

	I
	[bookmark: Check32]|_| Candidates are adults, no cognitive impairments, no vulnerable populations and the risk of participation is unknown or not established.

	H
	[bookmark: Check33]|_| Some or all study candidates may be from a vulnerable population:
· Children, incarcerated individuals, individuals with impaired cognitive or decision-making ability.
· Individuals who are unable to read an informed consent form due to visual impairment, literacy level or because they do not read the language the consent form is written in.
· Individuals who are unable to understand verbal communication regarding the study due to hearing impairment or language barriers.
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