
Suggested Language for Select Protocol Sections
(These sample sections are offered as examples to assist you in preparing your protocol.  These examples must be edited as appropriate to fit each study.) 

Safety Assessments 
Adverse Events Reporting and Evaluation: (Select drug or device as applicable to your study)
All adverse events occurring during the course of the clinical study, whether drug- or device-related or otherwise, will be recorded on the Adverse Event Case Report Form. For all adverse events, the investigator will provide an assessment of the adverse event, its treatment and resolution, and its relationship to the investigational drug or device. Special reporting procedures are required for certain adverse events.
Identification of Adverse Events:
An adverse event is defined as any new medical problem, or exacerbation of an existing problem, experienced by a subject while enrolled in the study, whether or not it is considered drug/device-related by the investigator. 
Relationship of Adverse Events to the Investigational Drug or Device:
The investigator will assess the relationship of the adverse event to the investigational drug or device. The relationship will be assessed using the following categories:
· Definitely Related: A direct cause and effect relationship between the investigational drug or device/treatment and the adverse event exists.
· Possibly Related: A direct cause and effect relationship between the investigational drug or device/treatment and the adverse event has not been clearly demonstrated, but is likely or very likely.
· Unlikely Related: A direct cause and effect relationship between the investigational drug or device/treatment and the adverse event is improbable, but not impossible.
· Unrelated: The adverse event is definitely not associated with the investigational drug or device/treatment.
Unanticipated Adverse Device Effects: (include only for device studies)
An unanticipated adverse device effect is defined as “any serious adverse effect on health or safety, or any life-threatening problem, or death caused by, or associated with, a device; if that effect, problem, or death was not previously identified in nature, severity, or degree of incidence in the investigational plan, or application (including supplementary application), or any other unanticipated serious problem associated with a device that relates to the rights, safety, or welfare of subjects.”	If an unanticipated adverse effect occurs, the investigator will promptly notify the sponsor of such an event within 24 hours of first learning of the event using the FDA Medwatch 3500A form. The form can be found on-line at: http://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/
The investigator will promptly notify its reviewing IRB of such an event as soon as possible, but no later than ten (10) working days after first learning of the event.
Serious Adverse Events:
Each adverse event will be assessed for its seriousness using the criteria outlined below. The term serious adverse event is not synonymous with a “severe” adverse event, which may be used to describe the intensity of an event experienced by the subject. An adverse event will be classified as serious if it meets any of the following criteria:
· Results in, or contributes to, a death
· Life-threatening (i.e., the subject was, in the opinion of the investigator, at risk of death at the time of the event, but it does not include an event that, had it occurred in a more severe form, might have caused death)
· Results in permanent disability or incapacity (i.e., permanent impairment of a body function or permanent damage to a body structure)
· Requires in-subject hospitalization or prolongs hospitalization
· Necessitates medical or surgical intervention to preclude a permanent disability or incapacity 
· Results in a congenital anomaly or birth defect
Non-serious adverse events are all events that do not meet the criteria for a “serious” adverse event.
If serious adverse event occurs, the investigator will promptly notify the sponsor of such an event within 24 hours of first learning of the event using the FDA Medwatch 3500A form. The can be found on-line at: http://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/
The investigator will also promptly notify the IRB of such an event as soon as possible, but no later than ten (10) working days after first learning of the event.
Severity: (This is an example grading scale. Please insert the grading scale that will be used for your study)
Each adverse event will be assessed for its severity, or the intensity of an event experienced by the subject, using the following.
· Mild: Discomfort noticed, but no disruption to daily activity.
· Moderate: Discomfort sufficient to reduce or affect normal daily activity.
· Severe: Inability to work or perform normal daily activity.
Deaths:
The investigator will notify the sponsor and IRB as soon as possible, preferably within 24 hours but in no event later than 48 hours, of learning of subject’s death, regardless of whether the death is related or unrelated to the investigational drug or device. The investigator will attempt to determine, as conclusively as possible, whether the death is related to the drug or device. The cause of death and the investigator’s discussion regarding whether or not the death was drug- or device-related will be described in a written report.
Pre-existing conditions:
Pre-existing conditions will not be reported as an adverse event unless there has been a substantial increase in the severity or frequency of the problem which has not been attributed to natural history.
Eliciting and Reporting Adverse Events:
The investigator will assess subjects for the occurrence of adverse events at each study visit.  All adverse events (serious and non-serious) reported by the subject will be recorded on the source documents and CRFs.

Data Handling and Recordkeeping
The PI will carefully monitor study procedures to protect the safety of research subjects, the quality of the data and the integrity of the study.  All study subject material will be assigned a unique identifying code or number.  The key to the code will be kept in a locked file in the principal investigator’s office.  Only insert names and/or titles will have access to the code and information that identifies the subject in this study.  

Ethical Considerations
This study will be conducted in accordance with all applicable government regulations and University of Arkansas for Medical Sciences research policies and procedures.  This protocol and any amendments will be submitted and approved by the UAMS Institutional Review Board (IRB) to conduct the study.  
The formal consent of each subject, using the IRB-approved consent form, will be obtained before that subject is submitted to any study procedure.  All subjects for this study will be provided a consent form describing this study and providing sufficient information in language suitable for subjects to make an informed decision about their participation in this study.  The person obtaining consent will thoroughly explain each element of the document and outline the risks and benefits, alternate treatment(s), and follow-up requirements of the study.  The consent process will take place in a quiet and private room, and subjects may take as much time as needed to make a decision about their trial participation.  Participation privacy will be maintained and questions regarding participation will be answered.  No coercion or undue influence will be used in the consent process.  This consent form must be signed by the subject or legally acceptable surrogate, and the investigator-designated research professional obtaining the consent.  A copy of the signed consent will be given to the participant, and the informed consent process will be documented in each subject’s research record.
OR
This study will be conducted in accordance with all applicable government regulations and University of Arkansas for Medical Sciences research policies and procedures.  This protocol and any amendments will be submitted and approved by the UAMS Institutional Review Board (IRB) to conduct the study. 
A waiver of informed consent is requested as this research involves no more than minimal risk to the subjects; a waiver will not adversely affect the rights and welfare of the subjects; the research could not practicably be carried out with the waiver.  If appropriate, subjects will be provided with additional pertinent information after they have participated in the study.

Study Registration and Publication
Results of this study may be used for presentations, posters, or publications. The publications will not contain any identifiable information that could be linked to a participant. The study will be registered with www.clinicaltrials.gov.



