Process for Solicitation and Review of Clinical Studies for

NeuroNEXT

1. Promotion / Solicitation
Encouragement, development and submission of desirable clinical trials and other clinical research projects will be actively pursued through various appropriate mechanisms, including some or all of the following:
a. Frequent communication with NINDS Program Directors who can refer investigators to NeuroNEXT as they are approached with appropriate studies 
b. Active assistance with the development of new translational partnerships between investigators with promising animal or preliminary clinical data and experienced clinical investigators to conduct studies in the network
c. Encouraging NeuroNEXT investigators to reach out to their networks in academia or industry to identify promising projects

d. Promotion of NeuroNEXT in appropriate journals including Neurology and Annals of Neurology, as well as at appropriate scientific meetings such as SFN, AAN, ANA, etc.

e. Frequent communication with industry, biotechnology and patient group representatives about goals and availability of NeuroNEXT
2. NeuroNEXT Concept and Scientific Review 

The initial determination of project suitability for NeuroNEXT will be made by NINDS. Projects that have not followed the process as detailed below will not be considered for funding or conduct within NeuroNEXT.

a. Project Feasibility Assessment
i. Prospective applicant contacts Dr. Elizabeth McNeil (mcneilde@ninds.nih.gov) at NINDS/OCR to discuss the proposed study and is asked to complete the NeuroNEXT Clinical Study Concept Synopsis Form.
ii. The form is sent to Dr. Elizabeth McNeil. The proposed study will be assigned to a NINDS Program Director.
iii. NINDS program staff, including the Office/Cluster that holds the disease of interest within its portfolio (i.e., disease specific NINDS Program Director), will discuss the proposed study within approximately 14 days of receiving the completed NeuroNEXT Clinical Study Concept Synopsis Form.  The objective will be to determine whether or not the proposed study is aligned with the overall mission and priority of NINDS, independent of the study budget. 
iv. Studies that have good NINDS program support will be referred to the NeuroNEXT Executive Committee (NEC) to assess suitability for NeuroNEXT. The focus of this evaluation is on feasibility, patient access, and network capacity; it is not a scientific review.  The NeuroNEXT CCC PI will assign a member of the NEC to evaluate and present the proposal to the committee.  Feasibility assessment includes but is not limited to: 
1. availability of a sufficient number of NeuroNEXT sites with interest in  conducting a study in the specific disease population; 
2. availability of patient population and feasibility of conducting the study at NeuroNEXT sites;
3. assessment of regulatory requirements;
4. availability of drug/placebo for the proposed study, if applicable;

5. biostatistical feasibility of study 
v. Based on a majority vote of NEC members, a recommendation regarding whether the proposal should advance will be communicated to NINDS in the form of a brief (500 words or less) written summary from the NEC member who presented the proposal to the group
b. Grant Application Development
i. For proposals recommended by the NEC, a protocol working group (PWG) will be convened to collaborate with the PI of the proposed study.  The PWG will consist of the protocol PI and appropriate representatives of the CCC, DCC and NINDS.  This group will initially develop a protocol synopsis and estimated study budget.

ii. For projects whose budget is greater than $500,000/year, the protocol synopsis and estimated study budget developed by the PWG will be submitted by the protocol PI to the assigned NINDS scientific program director for the project to obtain approval by the NINDS Extramural Science Committee (ESC) prior to development of the full protocol and any required regulatory filings.

iii. If approved for submission, the PWG will:
1. help craft a final protocol and proposal that is optimized for NeuroNEXT;

2. help the protocol PI develop the final budget for the per-patient cost and any other study related costs (except for the already funded CCC, DCC and clinical site infrastructure and personnel support);
3. ensure that a member of the applicable patient advocacy group will be involved from this stage until the application is submitted to NIH;
4. ensure availability of the drug/device product under study and assist with all aspects of the drug/device supply chain management; and
5. confirm availability of patient population at NeuroNEXT sites
iv. Any study requiring regulatory approval (i.e., non-IND exempt study) must have an open IND, or an initial IND must be submitted to FDA at least 31 days prior to submission of the grant application.
v. The NeuroNEXT CCC PI and DCC PI (or designees) will review and confirm that the “final” grant application is consistent with what was discussed and developed during the consultation process, at a minimum of two weeks prior to submission to NIH.
vi. The NeuroNEXT CCC PI and DCC PI and the involved patient groups, if applicable, will provide letters of support for the grant application.
c. Grant Submission and Scientific Review

i. Grant applications prepared in this manner will be submitted to the NIH at the application cycle deadlines provided in the NeuroNEXT-specific PARs:

· NeuroNEXT Clinical Trials (U01)  (PAR-11-343)

· NeuroNEXT Infrastructure Resource Access (X01)   (PAR-11-344)

· NeuroNEXT Small Business Innovation in Clinical Trials (U44)  (PAR-11-345)
ii. A NINDS Special Emphasis Panel (composed of members with appropriate expertise) will review studies proposed for NeuroNEXT.

d. Applications Requiring Reconsideration and/or Resubmission
i. If a grant application does not receive a favorable score at review, the review process will be reinitiated beginning with step 2.a.iii.

ii. Prior to NEC re-review, communication among the investigators, CCC and DCC should occur to determine what changes will be required to address concerns identified in the Summary Statement. 
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