CID Frequently asked Questions 

IRB
Q:   Is IRB approval required for three case reports?
A:   Yes, case reports involving a retrospective review of three or more patients with similar symptoms planned for a single publication are considered research and must be approved by the IRB process. This is because three cases begin to meet the Navy definition of research – a “systematic investigation designed to develop or contribute to generalized knowledge.” Considerations of risk and informed consent apply. At this time the subjects for retrospective review will need to be consented or a waiver with justification for why you cannot obtain consent must be completed. 

Q:   Who is DON HRPP?
A:   DON HRPP is not a person. The Department of the Navy Human Research Protections Program (DON HRPP) is a world-class research protection program, dedicated to preserving the rights and protecting the welfare of human subjects in the Navy and Marine Corps supported research. In SECNAVINST 3900.39D, dated 6 November 2006, the Secretary of the Navy delegated the sole authority and responsibility for execution and oversight of the DON Human Research Protection Program (HRPP) to the Surgeon General of the Navy (SG). The SG's authority applies to all human subject research conducted by naval activities or personnel, involving naval military personnel or DON employees as research subjects, or supported by naval activities through any agreement, regardless of the source of funding, funding appropriation, the nature of support, performance site, or security classification. The mission of DON HRPP is to ensure the provision of ethical treatment of human subjects in DON research by promoting adherence to ethical principles, laws, regulations and policies for the protection of human subjects.

Q:  What is the guidance on updating CITI training? 
A: 	The Department of the Navy Human Research Protections Program (DON HRPP) requires that all CITI be completed under DoN and with a biomedical focus. IRB Members are required to complete training before they are voting members of the Board. Investigators must complete training before they are approved to participate on a research protocol.  CITI expires after three consecutive years. To continue work on a research protocol, investigators must complete Please contact Ms. Melvina Queen, CID CITI Training Officer, for the DON HRPP Education Policy and CITI training requirements. 

Q:	As an investigator, am I only required to take the Biomedical CITI training, am I required to take (CITI Good Clinical Practice) and (RESPONSIBLE CONDUCT OF RESEARCH)?
A: 	DON HRPP only requires that the Biomedical Investigator training is complete. For investigators working with vulnerable populations, there are additional modules available by completing IRB Reference Resource Modules. Good Clinical Practice and Responsible Conduct of Research modules are always available to refresh knowledge on conducting research and will be accepted with the protocol application. 

Q: 	Do the research assistants supplied by CID need to be listed on the research application? 
A:	Yes, there is a place for all CID Research Support Personnel to be listed on the Research Protocol Summary Sheet with their contact information.  

Q: 	How can I find who is appointed as the Department Research Coordinator for my department?
A:	The CID webpage on the Intranet lists all the Navy Medicine East Department Research Coordinators that have been appointed to assist with developing research.  This page also lists the CID Research Support Personnel who have been assigned to departments and can assist with implementing research administration and data collection. 

Q: 	Should study participation by a patient be recorded in the study patient’s medical chart (AHLTA, in-patient records, etc.)?
A:  Investigators should check with the IRB for if and how study participation should be labeled in patient charts to protect subject confidentiality. If a subject is enrolled on a clinical trial with an investigational drug, the study chart should have a red flag for doctors to call a 24 hour number to get information on the study drug. 

Q:	What is the proper procedure for completing the impact statements on the protocol application?
A:   Investigators who require research support, such as pharmaceutical or laboratory support, should have the collaborating individual review their protocol and sign if they will be able to complete the services requested.  For example, this will ensure that the lab has the capability to prep your medications and keep them blinded before your study is approved and you find out they cannot do what was required of your protocol. 

Q: 	Could you clarify what “hazards” refers to on the protocol application?  
A: 	If there are toxic substances or biohazards involved on your study you will include that information under the Hazards section.  This does not refer to the risks that are labeled in the risk sections.  

Q:	Could you clarify what “medical monitor” on page 12, refers to?  There is already a medical monitor signature page within the application itself.
A. In this section, please state who the medical monitor is and what their responsibilities will be. The signatory page is for the individual to sign off that they accept the responsibilities for a medical Monitor. The protocol still needs to include their duties. 



Q:	Can the medical monitor assigned be someone in the chain-of-command of the principal investigator?  Are there concerns regarding objectivity and/or coercion?
A:	Protocols that are reviewed as “greater than minimal risk” require a Medical Monitor. Medical Monitors may be appointed by the Principal Investigator or the IRB. This individual must be independent form the research team (i.e., cannot be a member of the investigative team); however, they can be from the same department as the investigative team. This happens frequently as they are to have expertise in the area the research is to be done. CID requires evidence from medical monitors to document their ability to conduct ethical research. The Medical Monitor must complete the conflict or interest declaration as the investigative team. If they have a conflict of interest they should not be they should not agree to hold that position.

Q:	What is the IRBs procedure/process for Adverse Event reporting?  What should be submitted by the investigator?
A: 	The timing of reporting unanticipated or adverse events to the IRB will depend upon the seriousness of the event, especially in terms of risks to subjects. Local events which are unexpected, serious and more likely than not related to the research (but NOT limited to only research procedures or caused by the research) must be submitted to the IRB within five (5) business days of learning of the event. A local event which led to subject death must be submitted to the IRB within one (1) business day of learning of the event. Non-local serious adverse events must be submitted to the IRB within the timing requirements of the sponsor. The forms for submitting these events can be found on the CID webpage. For complete instructions on adverse event reporting please see the IRB SOP. 

Q:	What are the procedures for obtaining authorization for medical records review in support of a protocol submission and following protocol approval?
	A:	To grant a waiver of the HIPAA Privacy Authorization requirement, the IRB must determine that your project involves no more than minimal risk to the privacy of individual participants and meets all of the criteria listed in the Privacy Rule and in accordance with DoD 6025.18-R, C7.9. Waiver of Consent is a means by which the IRB can release the investigator from the requirement that informed consent be obtained from subjects prior to their participation in research. Examples of studies for which a Waiver of Consent may be appropriate include, but are not limited to, retrospective chart reviews, or prospective research involving deception. If your study requires waiver for PHI and Waiver for consent, you will complete the request at the initial submission. Full instructions on HIPPA and Consent Waivers can be found in the CID SOP. 

Q:	Where do I find protocol applications to submit my protocol?
A:	All protocol applications can be found on the CID webpage. 

Q:	If I am not at NMCP where do I get protocol application forms?
A: 	Please contact the NME IRB administrators, Elizabeth Dayag (IRB-1) and Melvina Queen (IRB-2) for IRB applications to be sent by email. 
Q: 	Can the IRB approve a protocol pending the CRADA/MOU approval?
A:	Yes, the protocol can be reviewed and approved by the IRB pending CRADA. It, however, needs a CRADA to be signed by the CO who has final approval authority before research can begin. 

Q: 	When should I send or start collecting signature pages?
A:	Signatures take the longest time to complete so start collecting when the protocol application is complete and the investigators agree to be on your study.  When you submit your protocol to CID send the signature pages along or copy them to the email as a PDF. Not having signatures will keep your protocol from going to the IRB.

Research Support Personnel

Q: 	Should pharmacists and/or research coordinators be listed in Section #6 of the 1572 for clinical trials?
A:	The decision about whether to list a pharmacist or research coordinator on the 1572 is a matter of judgment, dependent upon the contribution that the individual makes to the study. For example, a research pharmacist may prepare test articles and maintain drug accountability for many clinical studies that are ongoing concurrently at an institution. Because the pharmacist would not be making a direct and significant contribution to the data for a particular study, it would not be necessary to list the pharmacist as a sub investigator in Section #6, but he/she should be listed in the investigator’s study records. For those personnel not included on the 1572, the investigator can list them on the Research Support Personnel page or implement the Delegation of Duties log supplied by the CID Research Support Personnel Staff. 

Q:	Where can copies of an investigators medical license be obtained for the sponsored protocols requiring this information?
A: 	 CID does not track the medical license for investigators. Please contact the investigator or the NMCP credentialing office for this information and how to obtain it.

Publication Approval 	

	Q: Do case reports require IRB and publication approval?
A: 	Case reports of two or fewer cases do not require IRB approval. Case reports on three or more cases require IRB approval. All case reports require publication approval.

Q:	I did the research at another command or academic setting. Do I need publication approval from NMCP if I am publishing a manuscript or poster now that I am at this command?
A: 	Yes, your name, rank and command information are on the manuscript so you need NMCP approval. 


Animal Facility 

Q:	What do I need to do to ensure that I am cleared to enter the animal facility?
A: 	Before submitting your protocol, you should schedule an Occupational Health Screening for work on your animal protocol with Occupational Health and meet with the Attending Veterinarian (AV). They will complete a physical for work with all the species that are housed in the CID Animal Facility. On your protocol applications, you will then need to note that Occupational Health has screened all investigators. The Attending Veterinarian will review and sign off on your Animal Experience Form. The AV will then inform you of pertinent information concerning the facility, your protocol, animal care, and supply purchasing.  



