
Procedures for review for human subject studies to be supported in the NIAID Regional Centers of Excellence for Biodefense and Emerging Infectious Diseases (RCE)

For human use protocols to be supported by RCE funds there must be approval of the study by the RCE Program Officer 

A study that was included in the RCE grant must be approved prior to initiating any work on that study.  Each proposed study that includes human subjects or samples from humans must be submitted to DMID/NIAID for review and approval by the Program Officer.  If the Principal Investigator believes the study is exempt from Human Subjects regulation, a letter justifying the exemption is required.
Proposals for studies to be undertaken in the RCEs can be submitted to the DMID Program Officer responsible for human subjects research and to your primary Program Officer for the RCE.  
For clinical trials: In DMID we have defined the role of “Protocol Champion” for every clinical trial that is implemented.  The Protocol Champion is usually the Program Officer, but exceptions do occur.  The Protocol Champion is programmatically responsible for interfacing with the investigators and for the design and implementation of the study.  The Protocol Champion works closely with staff from the Office of Regulatory Affairs (ORA) and the Office of Clinical Research Affairs (OCRA) at DMID.  In addition, if the study is to be performed under an IND, DMID will hold the IND. 

Concepts for studies must be approved before any work on the protocol is started.  A template for concept development and the associated signature sheet is provided for the investigators of the RCEs.  CONCEPT PROPOSALS WHICH ARE INCOMPLETE OR DO NOT CONTAIN THE REQUIRED SIGNATURES WILL BE RETURNED.  THEY WILL NOT BE REVIEWED UNTIL ALL THE RELEVANT INFORMATION IS PROVIED TO NIAID.  The decision to move forward with a protocol may be based on scientific relevance or available resources.  Once concept clearance is received, the full study plan or clinical protocol can be developed and submitted for review and approval.   Hard copies of concepts should be submitted to the relevant Program Officers 

The concept will be reviewed by the relevant DMID Program Officers along with staff from ORA and/or OCRA as deemed necessary.  A decision on whether to approve the concept for protocol development will usually occur within 3 weeks.  Once approval for a concept is obtained, a full study protocol can be developed.
If an industry partner or collaborator is providing a product, documents from which risk information can be derived should be provided.  Such information could consist of an investigator’s brochure, a general investigational plan, or relevant publication.
A template for submission of study concepts is provided for your use. 

Comments on the developed protocol will usually be available within a month but that time may vary.  DMID staff is committed to working collaboratively with the RCE investigators to get protocols finalized. 

Approval of the full protocol by the Program Officer must occur before a study may be initiated. This approval will be formally documented. 

RCE Human Subject Research Concept Proposal Outline
HUMAN SUBJECTS PROTOCOL CONCEPT
Title of Protocol:

Investigators:  List all investigators which will have interactions with Human Subjects. If available, prior experience with similar studies should be provided.
Study Objectives:  Briefly, describe the study objective(s) (1-2 paragraphs). This should also include a brief description of the importance of the study.   Supporting references should be provided.  The relationship to the study to the objectives of the grant must be included
Study Design: Briefly describe the study design. A flow diagram depicting the study design is highly encouraged.

Sites Involved: List all sites and the investigator(s) and staff  at each site
Number of Subjects: Include not only the number of subjects to be enrolled but also the plan for enrolling or excluding based on gender/age/pregnancy/race/medical condition etc.

Duration of Study: Describe the duration of time patients will be on the study and the duration of the overall study (including analysis of samples)

Data Evaluation Criteria: Describe what data will be obtained from the study and how that data will be evaluated.

Safety Evaluation Criteria:  What pre-screening will be done to include/exclude patients and what are the criteria for inclusion or exclusion?  What monitoring will be done for immediate reactions to treatment/procedures used?  What monitoring, if any, will be done in the intermediate term for reactions related to treatment/procedures used?  How long will patients be monitored for adverse events?  What are the adverse event reporting procedures? Describe whether a Data and Safety Monitoring Board, Safety Monitoring Committee, or Independent Safety Monitor will review and follow study related data and safety concerns.
Statistical Methods: Describe statistical methods used to ensure that data obtained from the study will be reliable and interpretable.

Regulatory plan:  State whether the study will be done under an IND and identify the sponsor. Provide the Master File (MF) for the product if available.  If product is under IND, provide clinical phase of development information. Provide a summary of the QA plan for the clinical study.

A feasibility assessment plan:  Describe how the selection of investigators and sites will be made, including a list of potential sites.  The plan should include the sites’ demonstrated ability to recruit and enroll subjects that will satisfy the criteria of the study design in sufficient numbers and in the proposed timeframe.
Product Plan: Information about where and how the test article is manufactured including whether under GMP. If available, include a timeline for projected product development.

Cost Estimate (include an itemized budget, total and annual if multi-year study)
Include:  principal staff’s level of effort and sources of funding other than RCE grant money  to be used.  (List as %).

	
	Level of Effort
	RCE Support
	Other Support

	Investigators
	
	
	

	Technologists
	
	
	

	Nurses
	
	
	

	Total Study Costs (Include material costs, etc.).
	Year 1:
	If a multi year study, total for all years:


SIGNATURES FOR APPLICATION AND DISPOSITION

Investigational Site Signature(s) for Application:

I have submitted the attached concept proposal for review.

__________________________________
__________________________  ____________
RCE  PI Signature



Printed or Typed Name


Date

__________________________________
__________________________  ____________

Protocol Investigator Signature


Printed or Typed Name


Date

DMID Personnel Signatures for Disposition:

( Approved
( Disapproved
( Deferred

__________________________________
_________________________   ____________

DMID Protocol Champion Signature

Printed or Typed Name


Date

( Approved
( Disapproved
( Deferred

__________________________________
_________________________   ____________

DMID Program Officer Signature

Printed or Typed Name


Date

Investigational Site Signature(s) for Disposition:

I understand the concept proposal has been approved, disapproved or deferred.  (PO circle one) 

__________________________________
_________________________   ____________

RCE PI Signature



Printed or Typed Name


Date

__________________________________
_________________________    ____________

Protocol Investigator Signature


Printed or Typed Name


Date

