Consent Guidance for Investigators
[bookmark: _GoBack]The NMCP sample consent template contains all the elements of informed consent. 
· A statement that the study involves research; 
· An explanation of the purpose of the research and the expected duration of the subject's participation; 
· A description of the procedures to be followed and identification of any procedures that are experimental; 
· A description of any foreseeable risks or discomforts to the subject, an estimate of their likelihood, and a description of what steps will be taken to prevent or minimize them; 
· A description of any benefits to the subject or to others that may reasonably be expected from the research. Monetary compensation is not a benefit. If compensation is to be provided to research subjects or healthy volunteers, the amount should be stated in the consent document; 
· A disclosure of any appropriate alternative procedures or courses of treatment that might be advantageous to the subject; 
· A statement describing to what extent records will be kept confidential, including a description of who may have access to research records;* 
· For research involving more than minimal risk, an explanation and description of any compensation and any medical treatments that are available if research subjects are injured; where further information may be obtained, and whom to contact in the event of a research-related injury; 
· An explanation of whom to contact for answers to pertinent questions about the research and the research subject's rights; and 
· A statement that participation is voluntary and that refusal to participate or discontinuing participation at any time will involve no penalty or loss of benefits to which the subject is otherwise entitled. 

When appropriate, one or more of the following elements of information should also be included in the consent form: 
· If the subject is or may become pregnant, a statement that the particular treatment or procedure may involve risks, which are currently unforeseeable, to the subject or to the embryo or fetus; 
· A description of circumstances in which the subject's participation may be terminated by the investigator without the subject's consent; 
· Any costs to the subject that may result from participation in the research; 
· What will happen if the subject decides to withdraw from the research and how withdrawal will be handled; 
· A statement that the Principal Investigator will notify subjects of any significant new findings developed during the course of the study that may affect them and influence their willingness to continue participation; 
· The approximate number of subjects involved in the study; 
· The amount of remuneration/compensation, if any, that will be provided to subjects. 
· When appropriate, a statement concerning an investigator’s potential financial or other conflict of interest in the conduct of the study. 
· When seeking informed consent for clinical trials conducted under the FDA, the following statement shall be provided to each clinical trial subject to notify them that the clinical trial information has been or will be submitted for inclusion in the clinical trial registry databank as required by the Public Health Service Act. The statement is: "A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law. This Web site will not include information that can identify you. At most, the Web site will include a summary of the results. You can search this Web site at any time."
1. 
The current version of the informed consent template was released with the 01 Aug 15 IRB SOPs.  
Call CID (953-5939) for a new form if the one you are working on has expired. 
2. This consent form will be reapproved by the IRB (given a new version identifier and study expiration date) at each continuing review.
3. Provide required information for each section in lay terms (8th grade reading level) as much as possible. The goal is simple language that can be understood by a variety of subjects.
4. Use only the Trebouchet MS, 10 pt font.

														

1. Study Title:
· If this is a Multi-center trial, list all collaborating institutions. 

2. Why Is This Study Being Done?
· Describe the purpose or hypothesis of the study.  Do not discuss experimental design in this section.
· Use lay language (8th grade reading level).
· Briefly (1-5 sentences if you can) describe the purpose of the study:
· The purpose of this study is to find a cure for…
· The goal of this study is to see if there is a difference between…
· This research is being done because currently there is no effective treatment for…
· This study will test the safety of (drug, dose, intervention, etc.) to see what effects it will have on… 

3. Why Are You Being Asked To Take Part?
· Insert the reason for the study population selection (you are being asked to take part because you are a healthy male; you are a woman who is able to have children; you have XXXX disease, injury or condition, etc.). 

4. Screening Process to Qualify for Participation in This Study
· Remove this section if there is no screening process for inclusion/exclusion criteria: 

5. What Is Involved In This Study?
· Describe in detail what the subject will experience when they participate in the study.  
· Include (as appropriate) enrollment, screening, randomization, active participation, follow up, and completion.  You may wish to include a table showing the timing of study visits and which procedures occur at each visit.
· Describe the tests, procedures, and instruments a subject will undergo.  Be certain to identify which tests/procedures are routine for this population or condition that are performed whether or not the subject chooses to participate, and which tests/procedures are being performed for research purposes only (an MRI for standard medical care, for which the resulting data will also be used for research, versus an MRI being performed for research data collection only).  Explain if the tests/procedures are done at the clinic, hospital etc. during study visits, or at home.  
· Identify any tests/procedures that are experimental.  
· Randomization:  If your study includes randomization, describe the number of groups available, the likelihood of being placed in any particular group (1 in 3 chance, 2 in 3 chance, etc.) and define each group.  .


6. How Many People Will Take Part In This Study?
· If this is a multi center trial, insert the total number of subject for all sites and the number of subjects to be enrolled locally. (XX subjects will be enrolled at several different sites around the United States, and XX subjects will be enrolled locally at Naval Medical Center-Portsmouth.)

7. How Long Will You Be In This Study?
Describe the total length of time for subject participation, including enrollment through follow up.

8. When Should You Not Take Part?
· Describe all subject-known exclusions in lay language.  
· If cancer is an exclusion, clarify if this means all cancers (including skin cancer) that have occurred during a patient’s medical history.
· If particular medications are prohibited, identify them using the common or brand name (Tylenol instead of acetaminophen). 

9. What Are The Risks Of The Study?
· This section details only those risks and side effects associated with research procedures, and not those associated with standard or routine care for a disease or condition.  
· List risks/side effects in a bulleted format categorizing them by severity (mild, moderate, serious, life threatening) and relative likelihood of occurrence (likely, less likely, and rare)  
· If the study is a placebo-controlled trial or involves a washout period, state that the subject’s condition may worsen during participation.  
· Keep in mind that “Minimal Risk” is defined in the regulations as “the probability and magnitude of harm or discomfort anticipated in the research is not greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations.
· When appropriate, include a short section on reproductive risks to both men and women and instructions concerning the use of contraception (for both men and women) and avoidance of breastfeeding. Include a statement about possible sterility, if applicable.
· Be certain to provide two points of contact for subject questions.  The PI and an AI or Coordinator is recommended.

10. Are There Benefits To Taking Part In This Study?
· Take care not to misrepresent the value ascribed to an experimental therapy of unknown efficacy. If you anticipate subject benefit, describe the benefit. If you are certain that subjects will not benefit, indicate as such. 

11. Are There Alternatives To This Study?
· Describe any alternate treatments/procedures that a patient may receive if they choose not to participate in the study.  If this is a treatment study, include the option of pursuing no treatment.  

12. What About Confidentiality?
· Identify agencies that will have access to PHI beyond the IRB, Navy, and DOD, such as the FDA, sponsors, etc. as applicable.   


13. What If You Get Injured?

14. Will You Get Paid For Participation?

15. What Are Your Rights As A Participant?
· Be certain to provide two points of contact for subject termination.  The PI and an AI or Coordinator is recommended.
· Specify if collected data will continue to be used for the study if the subject withdraws.


16. Can Your Participation In This Study Be Terminated?
· List circumstances such as “in the best interest of your health, funding is stopped, drug supply is insufficient, new information becomes available, etc.


17. Who Can You Call If You Have Questions Or Concerns About This Study?
· Be certain to provide two points of contact for subject questions or concerns.  
· ClinicalTrials.gov paragraph may be removed if the study is not being conducted under the FDA.

18. What About The Collection Of Specimens?
· Identify what specimens will be collected-blood, urine, tissue, hair, nail clippings, etc.
· If specimens will not be collected, this section may be removed.

19. What If This Study Involves Your Child Or Dependent?
· Identify the age range for minors.
· Complete an Assent of the Child form as appropriate.

Third Party Signatures
· Include only if Legally Authorized Representatives will be used or if Children aged 0-7 will be enrolled.

ASSENT OF THE CHILD- include only if children aged 8-17 will be enrolled.
· Describe the tests and procedures in language understandable to a child aged 8-17. State which tests/procedures are being done for standard of care and which are being done for research purposes only. 
· If sensitive information is collected (such as tobacco and alcohol use, sexual activity [including pregnancy testing], or behavioral issues [such as ADHD, depression, gang participation, etc.] state whether the child’s information will be shared with their parent(s) or if it will be kept private. This is particularly important in situations where the child may not be honest with investigators if they believe their information will be shared. It is also possible that information collected could suggest that the child may be a risk to themselves or others. The child and parent should be made aware what actions the investigator will take if this happens. 
· Include a brief discussion of risks. Remember that risks such as pain and fear, etc. may be inflated in this age group.

· The Waiver of Assent may be utilized by investigators to document enrollment of a subject who does not qualify for assent for one of the reasons specified (age, maturity, psychological state).


· The Override of the Child’s Refusal to Assent may be utilized when the Investigator and the Parent believe it is in the best interest of the child to participate in the research even though they have declined to assent.  The IRB may remove this option on a case by case basis if they believe it inappropriate to override the autonomy of the child in the context of the given study.  For example, it may be appropriate to override a child’s refusal to assent for an oncology treatment protocol, but it may not be appropriate to do so for an observational study or survey protocol. 
· Remove this section if no Override will be sought.

19.	Signatures:  
· Take care that signatures are legible and properly dated.
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