POINTS TO CONSIDER


Investigators should consider the following when preparing a protocol:

Risk/Benefit Analysis
· Evaluate and describe both risks and anticipated benefits.

· If the research involves the evaluation of a therapeutic procedure, make sure the risks and benefit of the research interventions have been evaluated separately from those of the therapeutic interventions.

· Design protocol to minimize risks and maximize the likelihood of benefits.

· Consider whether a continuing reassessment of the balance between risks and benefits will be required.  

· Indicate who will be recruiting and explaining the research to potential subjects.  Consider whether subjects should be re-consented periodically.

· Describe actions that would be taken if a study was interrupted.  Could the subject return to complete at another time?  If the subject is getting a radiotracer, when could they come back to complete the study?  Such problems and solutions should be documented in the subject and investigator records.

Informed Consent

· All consent forms must be submitted using the approved BNL consent format.  Always use the website since the form changes often.  The required elements of informed consent are contained in the form, as well as standard BNL paragraphs and instructions for completing the form.  The Glossary should also be consulted for language for standard procedures.

· The consent form must be written in lay language that is appropriate for the subject population and clearly provides an accurate assessment of the risks and anticipated benefits of the proposed research.  

· A process for obtaining informed consent which enhances independent and thoughtful decision making, including who will obtain informed consent and where the process will take place, is a required element of the protocol application.

Selection of Subjects

· Subject recruitment is a required element of the protocol.  The method and location of recruitment, including copies of advertisement(s) or recruitment script(s) must be included with the application.  Solicitation of identified, individual BNL employees is prohibited; however, employees may participate in a study if they meet the inclusion/exclusion criteria and are not directly supervised by either the PI or Responsible Physician.

· The method and location of recruitment, including copies of advertisement(s) or recruitment script(s) must be included with the application.  

· Solicitation of identified, individual BNL employees is prohibited, however, employees may participate in a study if they meet the inclusion/exclusion criteria and are not directly supervised by either the PI or Responsible Physician.

· Justify if the investigators will participate in the research.

· Subject pool must be equitable so that the burdens of participating in the research will involve those more likely to benefit from the research and will not place a disproportionate share of the burdens of research on any single group.

· Justify the nature of the research using the proposed subject population.

· Determine whether any special physiological, psychological or social characteristics of the subject group might pose special risks for them and whether it be possible to conduct the study with other, less vulnerable subjects.

Pediatric Studies
· Waiver of parental consent for pediatric studies will not be granted by the BNL IRB.  Information discovered at any time during a study that pertains to the health of a pediatric subject will be communicated by the PI or Responsible Physician to the subject’s parent(s).  This includes positive HIV and pregnancy test results.  
· A recruitment plan for pediatric subjects that does not require that  first contact be with the child’s parent(s) will require approval from Laboratory Management before the IRB can approve the protocol.
Privacy and Confidentiality

· If sensitive information about individuals will be collected, adequate provisions for protecting the confidentiality of the data through coding, destruction of identifying information, limiting access to the data must be in place.  Contact the CRC for specific guidelines.

· If the information about subjects might interest law enforcement or other government agencies to the extent that they might demand personally identifiable information, consider obtaining a certificate of confidentiality from NIH.

Monitoring and Observation

· Describe how research data will be recorded and maintained.

· Become familiar with the Adverse Event Reporting system.  Serious adverse events must be reported to the CRC Manager and ORA immediately.  Non-serious events must be reported to the CRC Manager within 72 hours.

· A follow-up plan must be in place to determine the welfare of the subject, but may also be used to inform the subject of the findings of the study, if appropriate and applicable.
Additional Safeguards

· Design protocol such that recruitment procedures assure that informed consent is given freely.

· Describe special safeguards that will protect the rights and welfare of subjects who are likely to be vulnerable to coercion or undue influence (e.g. children, prisoners, pregnant women, persons with physical or mental illness, and persons who are economically or educationally disadvantaged).

Incentives for Participation

· Make sure the incentives offered are reasonable based upon the complexities and inconveniences of the study and the particular subject population.

· Subject payment must not be coercive or present undue influence.  Payment amount and timing is a required element of both the protocol application and informed consent form.

Collaborating Institutions
The collaborating institution’s IRB must approve the protocol and consent form from the institution’s PI.  A copy of the IRB approval letter and the approved consent form must be obtained from the institution. These documents must be part of the package submitted by the PI to the ORA. These approvals must be updated on an annual basis as part of the annual review of the IRB protocol.  Collaborating institution(s) must be listed on the consent form.  In order for an institution to be considered as a collaborator, researchers from the institution must participate in protocol design and/or in the conduct of the research program.  Institutions that merely recruit or refer subjects to BNL are not collaborating institutions. 

Subject Follow Up
A follow-up plan is a required element of the protocol application.  This follow up should be to determine the welfare of the subject, but may also be used to inform the subject of the findings of the study, if appropriate and applicable.
Food and Drug Administration (FDA) Correspondence

If clinical research is conducted under an Investigational New Drug Application (IND) sponsored by a BNL PI, correspondence with the FDA regarding said IND is the responsibility of said PI. 

