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FY26 CDMRP Assistance with Distinguishing Clinical Research from Clinical Trials

The CDMRP funds innovative and impactful research with special emphasis and relevance to the military community, including enhancing Warfighter lethality, force readiness and health care solutions for our Veterans and military Families.

A clinical trial is defined in the Code of Federal Regulations, Title 32, Part 219 (32 CFR 219.102) as a research study in which one or more human subjects are prospectively assigned to one or more interventions, which may include placebo or other control, to evaluate the effects of the interventions on biomedical or behavioral health-related outcomes.

The questions below are designed to help investigators identify whether CDMRP considers a study to be a clinical trial. The answer to EACH of the four questions below must be “YES” for a study to qualify as a clinical trial. If the answer is “NO” to any of the four questions, then the study is likely to fall into the broader category of clinical research.

1. Does the study involve human participants?
2. Are the participants prospectively assigned to an intervention?
3. Is the study designed to evaluate the effect of the intervention on the participants?
4. Is the effect being evaluated a health-related biomedical or behavioral outcome?

The following pages provide case studies that demonstrate clinical trial studies verses clinical research. CDMRP provides this information to support investigators deciding whether their proposed research is appropriate for funding opportunities of interest. This information does not supersede any instructions and/or restrictions described within specific funding opportunities.


Pharmaceuticals
The study is using a within subjects design to test if an FDA-regulated oral medical can decrease levels of a protein that can be measured in the blood and is associated with physiological symptoms when elevated. Subjects will provide a baseline blood sample, take the medication for 6-weeks, then undergo a follow-up blood test.
1. Does the study involve human participants? 
Yes, human subjects will be recruited to participate in the study. 
2. Are the participants prospectively assigned to an intervention? 
Yes, the oral medical is an intervention.
3. Is the study designed to evaluate the effect of the intervention on the participants? 
Yes, the study is designed to evaluate if the medication decreases levels of the protein.
4. Is the effect being evaluated a health-related biomedical or behavioral outcome? 
Yes, protein levels are a biomedical outcome and in this case the protein is further associated with physiological symptoms. 
This study is a clinical trial.

Diagnostics
The study is seeking to develop a blood-based diagnostic test to diagnose mild and severe forms of a disease. Patients will be recruited to provide a blood sample that will be tested. Results from the test will be compared to the patients existing medical records. 
1. Does the study involve human participants? 
Yes, human subjects will be recruited and blood samples will be collected from patients with mild disease, patients with severe disease, and controls. 
2. Are the participants prospectively assigned to an intervention? 
No, blood samples will be collected to develop the diagnostic test based on data from the patients’ medical records.
3. Is the study designed to evaluate the effect of the intervention on the participants? 
Not applicable, there is no intervention.
4. Is the effect being evaluated a health-related biomedical or behavioral outcome? 
The disease under study is an important health-related biomedical outcome; however, the study is developing a blood test to diagnose the severity of the condition but not how an intervention changes or affects the disease or patient outcomes. 
This study is not a clinical trial.

The study is evaluating a software program that analyzes visual characteristics to detect a psychological condition. Patients undergoing in-person psychotherapy treatment for the psychological condition and their psychotherapist will be recruited into the study. During in-person psychotherapy visits the psychotherapist will use the software program to take a visual recording of the patient. Following the visit, the psychotherapist will provide the study team with the recording and their notes regarding the presence or absence of indicators for the psychological condition. The study team will compare the software program’s results with that of the psychotherapist. The psychotherapist will not see the results from the software program.
1. Does the study involve human participants? 
Yes, human subjects will be recruited to participate in the study. 
2. Are the participants prospectively assigned to an intervention? 
No, there is no intervention.
3. Is the study designed to evaluate the effect of the intervention on the participants? 
Not applicable, there is no intervention. And since the therapist will not see the results from the software, it will not bias or otherwise influence future care decisions.
4. Is the effect being evaluated a health-related biomedical or behavioral outcome? 
The condition under study is an important health-related biomedical outcome; however, the study is developing a software program to diagnose the presence of the condition but not how an intervention changes or affects the condition in patients. 
This study is not a clinical trial. It is a clinical development/validation research study testing the detection accuracy of the software.

The study is developing an automated device with sensors to locate areas of disease in internal organs. Subjects scheduled to have CT scans will be enrolled and receive both their scheduled CT scan and a test with the new device. The results from the CT scan will be sent to the patient’s care team and used to make the diagnosis and care decisions. The results from both the CT scan and the new device will be sent to the study team for comparison purposes and to inform further optimization and development of the new device.
1. Does the study involve human participants? 
Yes, human subjects will be enrolled on a voluntary basis. 
2. Are the participants prospectively assigned to an intervention? 
No, there is no intervention. Disease mapping will be performed with the new device and compared to results using a conventional device. No clinical decisions regarding the participants care will be made based on this study.
3. Is the study designed to evaluate the effect of the intervention on the participants? 
Not applicable, there is no intervention.
4. Is the effect being evaluated a health-related biomedical or behavioral outcome? 
The condition under study is an important health-related biomedical outcome; however, the study is developing a device with sensors to locate areas of disease in internal organs but not how an intervention changes or affects the condition in patients. 
This study is not a clinical trial. It is a clinical research study testing the accuracy of the device.
 
The study is developing a new Artificial Intelligence capable wireless device with sensors and associated software to identify disease-specific abnormalities.
1. Does the study involve human participants? 
Yes, the study will recruit patients across several treatment facilities and clinics. 
2. Are the participants prospectively assigned to an intervention? 
No, there is no intervention. Participants will be screened with the new device and a standard device currently used in clinical care.
3. Is the study designed to evaluate the effect of the intervention on the participants? 
No, the study is attempting to improve the operational feasibility, patient tolerability, and accuracy of the wireless device by comparing its performance to usual care, or standard diagnostic procedures.
4. Is the effect being evaluated a health-related biomedical or behavioral outcome? 
Yes, the condition under study is an important health-related biomedical outcome.
This study is not a clinical trial. It is a clinical research study testing the accuracy and usability of the new device.

The study is validating use a novel diagnostic test to improve clinical decision making and care by comparing time to recover between patients whose care team uses the diagnostic to those whose care teams do not. 
1. Does the study involve human participants? 
Yes, the study will recruit patients. 
2. Are the participants prospectively assigned to an intervention? 
Yes, patients will either be diagnosed with or without the new test.
3. Is the study designed to evaluate the effect of the intervention on the participants? 
Yes, time to recover will be assessed.
4. Is the effect being evaluated a health-related biomedical or behavioral outcome? 
Yes, time to recover from an illness is a health-related outcome.  
This study is a clinical trial.
The study is designed to validate whether a newly developed assay can be used to accurately diagnose a disease. Subjects known to have the disease and control subjects without the disease will be recruited and provide blood samples that will be processed, assayed, and then results of the assay will be compared to their medical records.
1. Does the study involve human participants? 
Yes, human subjects will be recruited to participate in the study. 
2. Are the participants prospectively assigned to an intervention? 
No, a blood draw in this context is an observational medical procedure.
3. Is the study designed to evaluate the effect of the intervention on the participants? 
Not applicable, there is no intervention.
4. Is the effect being evaluated a health-related biomedical or behavioral outcome? 
Yes, the presence or absence of the disease is a biomedical outcome. However, the patients status with regard to the disease was already known and will not be impacted by the study procedures.
This study is not a clinical trial. This is a diagnostic validation clinical research study.

Wearables
The study involves recruitment of research participants assigned to wear a device that will detect physiological data, such as heart rate, while they undergo noninvasive nerve stimulation. 
1. Does the study involve human participants? 
Yes, human subjects will be enrolled. 
2. Are the participants prospectively assigned to an intervention? 
Yes, subjects will receive the noninvasive nerve stimulation.
3. Is the study designed to evaluate the effect of the intervention on the participants? 
Yes, heart rate will be measured.
4. Is the effect being evaluated a health-related biomedical or behavioral outcome? 
Yes, heart rate is a biomedical outcome. 
This study is a clinical trial. 
The study involves recruitment of research participants assigned to wear a noninvasive device during a wake period and during a sleep period that will measure biomarkers of brain function. 
1. Does the study involve human participants? 
Yes, human subjects will be recruited. 
2. Are the participants prospectively assigned to an intervention? 
No, being awake or asleep are natural processes and the measuring device will not affect the participants.
3. Is the study designed to evaluate the effect of the intervention on the participants? 
Not applicable, there is no intervention.
4. Is the effect being evaluated a health-related biomedical or behavioral outcome? 
Yes, biomarkers of sleep are biomedical outcomes. 
This study is not a clinical trial.
 

The study is developing and testing a wearable device designed to reduce the likelihood of a concussion during physical activity.
1. Does the study involve human participants? 
Yes, the study will recruit healthy volunteers. 
2. Are the participants prospectively assigned to an intervention? 
Yes, the intervention is wearing the device. Participants will undergo imaging, first without wearing the device and then wearing the device.
3. Is the study designed to evaluate the effect of the intervention on the participants? 
Yes, the imaging results will be compared within individuals while wearing, and while not wearing, the device.
4. Is the effect being evaluated a health-related biomedical or behavioral outcome? 
Yes, concussions and brain health are important health-related biomedical outcomes.  
This study is a clinical trial.

The study is developing and testing a wearable device designed to improve limb function.
1. Does the study involve human participants? 
Yes, patients with nerve conductance injuries will be recruited for this study. 
2. Are the participants prospectively assigned to an intervention? 
Yes, the intervention is wearing the device.
3. Is the study designed to evaluate the effect of the intervention on the participants? 
Yes, outcome measures of functionality will be collected at baseline prior to wearing the device and then after receiving training on proper usage and wearing the device.
4. Is the effect being evaluated a health-related biomedical or behavioral outcome? 
Yes, limb movement, function, and dexterity are important health-related biomedical outcomes.  
This study is a clinical trial.
  

Applied Health	
The study is designed to test whether addition of an over-the-counter vitamin supplement to patients’ existing treatment regimens will improve patient-reported quality of life metrics, such as energy levels, sleep quality, and feeling alert.
1. Does the study involve human participants? 
Yes, patients with nerve conductance injuries will be recruited for this study. 
2. Are the participants prospectively assigned to an intervention? 
Yes, the intervention is wearing the device.
3. Is the study designed to evaluate the effect of the intervention on the participants? 
Yes, outcome measures of functionality will be collected at baseline prior to wearing the device and then after receiving training on proper usage and wearing the device.
4. Is the effect being evaluated a health-related biomedical or behavioral outcome? 
Yes, limb movement, function, and dexterity are important health-related biomedical outcomes.  
This study is a clinical trial.
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