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	Version Date
	

	Continuing Review Due Date
	



Research Characteristics for Interventional Study


1. Research Type: (select one)

|_|  Pharmacokinetics/Dynamics - Protocol designed to study the biochemical and physiological effects of drugs.

|_|  Clinical Trial Phase 0 - is an initial first in human study conducted under an exploratory IND involving very limited agent exposure with no therapeutic or diagnostic intent (e.g., screening studies, microdose studies).  The purpose of these studies is to identify the biologic and molecular markers earlier in the development of new clinical agents for improved targeted therapies before proceeding to Phase I trials.  Participants in Phase 0 studies are closely monitored and conducted in patients or normal volunteers.  The total number of study participants varies with the drug and the clinical condition but usually includes no more than 20 – 30.

|_|  Clinical Trial Phase I- includes the initial introduction of an investigational new drug into humans.  These studies are designed to determine the metabolism and pharmacologic actions of the drug in humans, the side effects associated with increasing doses, and, if possible, to gain early evidence on effectiveness.  During Phase I, sufficient information about the drug’s pharmacokinetics and pharmacological effects should be obtained to permit the design of well-controlled, scientifically valid, Phase II studies.  Participants in Phase I studies are closely monitored and may be conducted in patients or normal volunteer volunteers.  The total number of patients and volunteers included in Phase I studies varies with the drug, but is generally in the range of 20-80.

|_|  Clinical Trial Phase I/II - includes both Phase I and Phase II procedures into a single trial.  These studies are initiated when there is an expectation of less than usual short-term side effects and risks associated with the drug or biologic such as vaccine trials.  Once the metabolic and pharmacologic actions of the drug and the side effects are determined then the trial moves directly into determining the effectiveness of the agent.  As with Phase I and II studies, the participants are closely monitored and as with Phase II trials involve several hundred participants.

|_|  Clinical Trial Phase II - includes the controlled and uncontrolled clinical studies conducted to evaluate the effectiveness of the drug for a particular indication or indications in patients with the disease or condition under study and to determine the common short-term side effects and risks associated with the drug.  Participants in Phase II studies are typically closely monitored, and conducted in a relatively small number of patients, usually involving no more than several hundred subjects.

|_|  Clinical Trial Phase III - studies are expanded controlled and uncontrolled trials.  They are performed after preliminary evidence suggesting effectiveness of the drug has been obtained, and are intended to gather the additional information about effectiveness and safety that is needed to evaluate the overall benefit-risk relationship of the drug, and to provide an adequate basis for physician labeling.  Phase III studies usually include from several hundred to several thousand subjects under both sponsor and FDA safety monitoring.

|_|  Clinical Trial Phase IV - (From CFR 312.85) Concurrent with marketing approval, the FDA may seek agreement from the sponsor to conduct certain postmarketing (Phase IV) studies to delineate additional information about the drug’s risks, benefits, and optional use.  These studies could include, but would not be limited to, studying different doses or schedules of administration than were used in Phase II studies, use of the drug in other patient populations or other stages of the disease, or use of the drug over a longer period of time.

2. Study Design:  Primary investigative techniques used in the protocol.  (select the most appropriate term describing the protocol from each of the following data elements)

a. Primary PurposeFDAAA: (select one)

|_|	Treatment - protocol designed to evaluate one or more interventions for treating a disease, syndrome or condition.
|_|	Prevention - protocol designed to assess one or more interventions aimed at preventing the development of a specific disease or health condition.
|_|	Diagnostic - protocol designed to evaluate one or more interventions aimed at identifying a disease or health condition.
|_|	Supportive Care - protocol designed to evaluate one or more interventions where the primary intent is to maximize comfort, minimize side effects or mitigate against a decline in the subject’s health or function.  In general, supportive care interventions are not intended to cure a disease.
|_|	Screening - protocol designed to assess or examine methods of identifying a condition (or risk factors for a condition) in people who are not yet known to have the condition (or risk factor).
|_|	Health Services Research - protocol designed to evaluate the delivery, processes, management, organization or financing of health care.
|_|	Basic Science - protocol designed to examine the basic mechanism of action (e.g., physiology, biomechanics) of an intervention.
|_|	Other- describe: 

b. Intervention Model(FDAAA):  intervention assignments (select one)

|_|	Single Group - single arm study
|_|	Parallel - participants are assigned to one of two or more groups in parallel for the duration of the study.
|_|	Cross-over- participants receive one of two alternative interventions during the initial phase of the study and receive the other intervention during the second phase of the study.
|_|	Factorial - two or more interventions, each alone and in combination, are evaluated in parallel against a control group.

c. Masking(FDAAA):  knowledge of intervention assignments

|_|	Open - no masking is used.  All involved know the identity of the intervention assignment

Check the role that is to be masked: (select one)
|_|	Subject	|_| Caregiver	|_| Investigator	|_| Outcomes Assessor

|_|	Single blind - one party, either the investigator or participant, is unaware of the intervention assignment; also called single-masked study

|_|	Double blind - two or more parties are unaware of the intervention assignment.

d. Allocation(FDAAA):  participant assignment to intervention group.

|_|	N/A - single arm study.
|_|	Randomized Controlled Trial - participants are assigned to intervention groups by chance.
|_|	Nonrandomized Trial - participants are expressly assigned to intervention groups through a non-random method, such as physician choice.

e. Study Classification: type of primary outcome or endpoint that the protocol is designed to evaluate. (select one)

|_|	N/A- not applicable
|_|	Safety- show if the drug is safe under conditions of proposed use
|_|	Efficacy- measure of an intervention’s influence on a disease or health condition
|_|	Safety/Efficacy
|_|	Bio-equivalence - scientific basis for comparing generic and brand name drugs
|_|	Bio-availability - rate and extent to which a drug is absorbed or otherwise available to the treatment site in the body
|_|	Pharmacokinetics - the action of a drug in the body over a period of time including the process of absorption, distribution and localization in tissue, biotransformation, and excretion of the compound
|_|	Pharmacodynamics - action of drugs in living systems
|_|	Pharmacokinetics/dynamics



3. Primary OutcomeFDAAA: (all fields are required)

	Primary Outcome Measure- measure that will be used to determine the effect of the intervention(s)
	Time-Frame - Time point(s) at which outcome measure is assessed. i.e., one-year
	Measurement Tool used
	Is this assessing a safety issue?

	



	
	
	|_| Yes |_| No

	



	
	
	|_| Yes |_| No



a. Primary Completion Date FDAAA:  The date that the final subject will be examined or an intervention received for the purposes of final collection of data for the primary outcome. (complete this date for only one primary outcome) __/__/____

4. Secondary Outcome FDAAA: (if applicable) –other key measures that will be used to evaluate the intervention(s).

	Secondary Outcome Measure- measure that will be used to determine the effect of the intervention(s)
	Time-Frame- Time point(s) at which outcome measure is assessed
	Measurement Tool used
	Is this assessing a safety issue?

	



	
	
	|_| Yes |_| No

	



	
	
	|_| Yes |_| No

	



	
	
	|_| Yes |_| No

	



	
	
	|_| Yes |_| No

	



	
	
	|_| Yes |_| No

	



	
	
	|_| Yes |_| No

	



	
	
	|_| Yes |_| No


5. [bookmark: Check376][bookmark: Check377]Will NIH be the “responsible party” FDAAA for registering the protocol with clinicaltrials.gov? |_| Yes |_| No 

If no, provide the name of the organization who will register the protocol:______________________________
NCT number: __________________________

6. Study Interventions(FDAAA):
	Interventions

		
	Type (select from choices below*)
	Name
	Description (cover key details of the intervention)

	Ex.
	Drug
	AZT
	50 mg/m2, IV (in the vein) on day 5 of each 25 day cycle.

	1
	

	
	

	2
	

	
	

	3
	

	
	

	4
	

	
	

	5
	

	
	

	6
	

	
	




	*Type selections include: Drug, Genetic, Biological/Vaccine, Behavioral, Device, Radiation, Procedure/Surgery, Dietary Supplement or Other.



7. Study Arms(FDAAA):
	Arms

		
	Arm Number/Label
	Arm Type (select choices from below*)
	Arm Description: Brief description of the arm.
	Intervention (identified above)

	Ex
	Group A
	Active Comparator
	
	AZT

	1
	

	
	
	

	2
	

	
	
	

	3
	

	
	
	

	4
	

	
	
	




	*Arm Type selections include: Experimental, Active Comparator, Placebo Comparator, Sham Comparator, No intervention, or Other


8. Indicate whether this trial includes an intervention subject to US Food and Drug Administration regulations (FDAAA)? |_| Yes |_| No

If yes, Indicate whether this is an “Applicable Clinical Trial*” as defined by US Public Law 110-85, Title VIII, Section 801(FDAAA)? |_| Yes |_| No 

*Applicable clinical trial (ACT) Interventional studies are non-Phase 1 (include drug, biologic, device) and at least 1 site in US or IND/IDE.

9. Does the use of the test article involve a route of administration or dosage level, use in a subject population, or other factor that significantly increases the risks (or decreases the acceptability of the risks) associated with its use?

|_| Yes |_| No 

10.  Is the protocol subject to US Food and Drug Administration regulations, under an Investigational New Drug (IND) Application or Investigational Device Exemption (IDE) (FDAAA)?

 |_| Yes |_| No 

Provide responses for each agent or product to be used:
a.  Is this an FDA- approved product? |_| Yes	|_| No 
If yes, is it being used as indicated? |_| Yes	|_| No
If no, is a waiver being sought? |_| Yes	|_| No

b.  Does the protocol involve an Investigational: 
|_| Drug
|_| Device
|_| Biologic
|_| Food Additives
|_| Color Additives
|_| Other, Specify: _________,  ___________,  ____________, _________

c.  If yes, provide:
IND/IDE No: ____________________________________
Name of test article: _______________________________
	Sponsor (name): ____________________________________
|_| Industry sponsor	|_| IC sponsor	|_| Investigator
	Manufacturer of the test article:_________________	

d. If a commercially produced product, provide:
Commercial Agent Name: ___________________
Manufacturer: _________________

11.  Who will be responsible for monitoring the FDA-regulated study?
Specify: __________________________________________	

	STUDY DESIGN INFORMATION

	Question
	Answer
	Protocol Section

	What is the disease(s) being studied on this protocol? 


	
	

	Are patients allowed to have had the following prior therapies? 
	Surgery  Yes  No  Not stated
Radiation Therapy  Yes  No  Not stated
Chemotherapy  Yes  No  Not stated
Immunotherapy  Yes  No  Not stated
Hormonal Therapy  Yes  No Not stated
	

	What is the definition of a cycle/course on this protocol? 
	
	 


	List the prohibited concurrent therapies
	
	

	List the prohibited concomitant medications
	
	

	Are patients with brain metastasis eligible for this protocol?
	
	

	Are patients with a + HIV status eligible for this protocol?
	
	

	How frequently will the patient’s disease be measured?
	
	

	Is measurable disease an eligibility requirement?
	
	

	Once a patient is on-study, how frequently are physical exams conducted?
	
	

	Once a patient is on-study, how frequently are CBCs drawn?
	
	

	ALL baselines studies must be completed within how many days prior to first study treatment?
	
	

	Once a patient is taken off active treatment, what studies will be done in the follow-up period?
	
	

	What is the targeted accrual/sample size?
	
	

	What is the definition of a DLT on this protocol?
	
	



			
 Patient completed all protocol planned courses (protocol regimen)Off-Treatment Criteria (select all that apply)

 Patient request 
 PI’s decision 
 Adverse Event/DLT
 Progressive Disease 
 Death			
 Other: _____________________________________

	[bookmark: _GoBack]Off-Study Criteria (select all that apply)

· Completion of study
· Voluntary Patient withdrawal
· Investigator discretion
· Progression of disease
· PI’s decision 
· Death
· Other: _________________________________________________________________
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