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Policy Type:   Operations and Methods

Policy 4.1  


                      Policy Title: Project Screening Process

The ATHN Board is committed to an open and transparent screening process for projects it undertakes. The process evaluates a project idea for scientific soundness, fit with ATHN mission, values and research agenda, feasibility given ATHN’s current infrastructure, contribution to ATHN’s growth as well as financial impact on the organization.  (See attached decision tree entitled, “ATHN Open and Transparent Project Screening Process.”) 

At its founding, ATHN’s core strength is the patients that the network serves through HTC’s and thrombosis pilot sites.  The organization’s intent is to develop its internal capacity and expertise related to its technology infrastructure, project management processes, written templates, communication and training, clinical and geographic reach, as well as staff resources.  (Refer to attached listing entitled “ATHN Internal Capacity and Expertise: Core Capabilities Needing Development.”)   Therefore, the breadth and scope of projects and services ATHN is capable of undertaking with confidence will evolve over time.  

This policy defines how ATHN will implement an open and transparent process to evaluate project concepts in a timely manner.   In addition to openness and transparency, key principles underlying implementation of the process are timely decisions, multidisciplinary perspective, fairness, balanced review and the ultimate advancement of ATHN.         

Accordingly:
1. ATHN will consider project concepts/proposal generated by any ATHN committee, any ATHN research affiliate, government entities, non-profit organizations, pharmaceutical companies or other potential project sponsors. The project review cycle will be established by the ATHN Board each year.
2. ATHN will develop and maintain a list of individuals from various disciplines (e.g., clinicians, researchers, pharmaco-economists, epidemiologists, IT specialists, etc.) who are qualified to serve as members of an ad hoc Project Review Panel.  Each reviewer will be required to disclose potential conflicts of interest, consistent with the current ATHN policy prior to being appointed to a Project Review Panel.

3. Project concepts/proposal will be submitted to ATHN in writing, using ATHN’s Proposed Project Overview (see attached) indicating the title, proposed sponsor, principal investigator (if known), study participants, type of clinicians involved, collaborating organizations (if any) and ATHN’s role in the project.  A brief description of the purpose, methods, endpoints and budget as well as a key contact is required to initiate review.  

4. An ad hoc Project Review Panel will be appointed by the Chair to review project proposals.  Panel members will be chosen to avoid conflicts of interest related to the project under review.  

5. The panel will include the Chair of the ATHN Board of Directors, the ATHN President and CEO as well as 3-4 individuals with expertise relevant to the proposed project.  (e.g., nursing projects would include at least one nurse reviewer, projects involving children would include a pediatrician, thrombosis studies would include a reviewer with expertise in that clinical area, a representative of the ATHN Technology Committee and statistical experts drawn from the CDC would be included as appropriate, etc.)  Where possible, ATHN would leverage expertise and organizational structures in the community to facilitate review.  For investigator initiated clinical trials, the ATHN Chair will seek approval from HTRS for involvement of HTRS committees for project review.   Outcomes research project review will draw on NHF’s MASAC.

6. The Project Review Panel will evaluate each project proposal, in a timely manner, by applying ATHN’s Project Screening Process. Each reviewer will independently complete the ATHN Project Screening Summary: Individual Reviewer Assessment (see attached).  The average Total Fitness Score and Overall Merit Assessment for each project will be applied to the project.  The ATHN Project Screening Summary: Review Panel Recommendation (see attached) along with the Individual Reviewers Assessments will be forwarded to the ATHN executive within 10 business days.

7. Projects will be designated as “approved”, “approved with modifications” or “not approved”.  Projects approved with modification or not approved may be re-submitted for consideration once appropriately revised to address concerns of the Project Review Panel.

8. Projects that require an investment of funds by ATHN (e.g., cash subsidy for all or part of a project, significant in kind services, waiver of grants management fees, etc.) will be forwarded to the ATHN Board for approval.

9. The ATHN executive will notify the project contact person of the Committee’s recommendation, approximately 30 days after receipt.

10. A brief description of approved projects and their current status will be maintained on the ATHN website. 

ATHN Open and Transparent Project Screening Process
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*** For detail, refer to ATHN Internal Capacity and Expertise: Core Capabilities Needing Development.

ATHN Internal Capacity and Expertise: Core Capabilities Requiring Development
1. Technology Development
1.1. Developing electronic survey/case report forms

1.2. Linking case report forms to data structure in Lab Tracker / Web Tracker

1.3. Pre-populate case report forms with data extracted from Web Tracker

1.4. Enable data collection via web portal accessible through the ATHN website

1.5. Facilitating adverse event reporting

1.6. Creating a study dash board for tracking study implementation progress

1.7. Applying the unique patient identifier to individuals outside the HTC network

1.8. Deploying technology to non-federally funded centers

2. Process Development

2.1. Developing study protocols

2.2. Selecting and managing a central IRB 

2.3. Identifying qualified study sites

2.4. Managing investigator credentialing (CVs/ Form 1572)

2.5. Helping to identify potential patients

2.6. Developing edit checks to clean data in real time

2.7. Performing quality assurance checks on data

2.8. Preparing study budgets

2.9. Managing payments to investigators

3. Written Template Development

3.1. Creating an IRB submission template

3.2. Creating a patient consent template

3.3. Developing a study progress report template

4. Communication and Training Development

4.1. Announcing the launch of a new study

4.2. Distributing study information through a list serve

4.3. Creating a password protected area on the ATHN website for study sites

4.4. Posting up to date study documents (e.g., protocol, consents, etc.) on the password protected area of the ATHN website

4.5. Organizing investigator meetings

4.6. Conducting data manager training

4.7. Developing ads or other patient recruitment tools

5. ATHN Reach

5.1. HTC physician investigators

5.2. Other HTC clinicians (nurses, physical therapists, social workers, dental practitioners, etc.

5.3. Collaboration with other organizations (e.g., HTRS, MASAC, MASAB, etc.)

5.4. Non-HTC sites
5.5. Thrombosis focus
6. ATHN Staff Expansion and Development

6.1. Hiring regional data managers to support local data input

6.2. Hiring clinical monitor to organize and support study implementation

6.3. Hiring help desk staff to support electronic applications

6.4. Coordinating data analysis through CDC

6.5. Providing study services (e.g., drug accountability, lab selection, etc.)

ATHN Proposed Project Overview (pg.2)

Proposed ATHN Role Relative to Others Involved in the Project

Indicate in the table below which party is proposed to be responsible for key stages of the project. (Note: ATHN may not be prepared to assume all roles listed below as it is building its capacity.)

	 
	***
	ATHN
	Sponsor
	PI/Other
	N/A

	Act as central communication point for the network
	4.0
	
	
	
	

	Develop study protocol
	2.1
	
	
	
	

	Select / manage IRB
	2.2
	 
	
	
	

	Prepare IRB submission template
	3.1
	
	
	
	

	Prepare patient consent form template
	3.2
	
	
	
	

	Identify qualified study sites
	2.3
	
	
	
	

	Manage investigator credentialing (CVs/Form 1572)
	2.4
	
	
	
	

	Help identify potential patients for study
	2.3
	
	
	
	

	Develop ads or other recruitment tools
	4.7
	
	
	
	

	Organize investigator meeting
	4.5
	
	
	
	

	Conduct data manager training
	4.6
	
	
	
	

	Assign a unique patient identifier
	1.7
	
	
	
	

	Input data into CRF with ATHN supplied data managers
	6.1
	
	
	
	

	Develop electronic survey/case report form
	1.1
	
	
	
	

	Enable data collection via web portal accessible through ATHN website
	1.4
	
	
	
	

	Pre-populate CRF with data from Web Tracker
	1.3
	
	
	
	

	Develop edit checks
	2.6
	
	
	
	

	Perform data cleaning/quality assurance
	2.7
	
	
	
	

	Coordinate data analysis through CDC
	6.4
	
	
	
	

	Facilitate adverse event/safety reporting
	1.5
	
	
	
	

	Organize and support study implementation
	6.2
	
	
	
	

	Offer help desk support 
	6.3
	
	
	
	

	Coordinate drug and lab services
	6.5
	
	
	
	

	Prepare study budget
	2.8
	
	
	
	

	Manage payments to investigator sites
	2.9
	
	
	
	

	Track progress
	1.6
	
	
	
	

	Other:
	
	
	
	
	


*** ATHN reference only.  The number identifies specific core capabilities and expertise.
ATHN Project Screening Summary: Individual Reviewer Assessment
Project Number: 
Date Submitted:

Title of Project: 








Focus:

Hemostasis
Thrombosis

Study Participants:          HTC     non-HTC

Primary Clinician Investigators Involved:    MD   RN   RPh   PT   LSW   Other:
Collaborating Organizations:    HTRS     MASAC    MASAB    None    Other:

Fit with ATHN Screening Criteria:

	Criteria (*minimum required)
	Yes
	No

	Does NOT need Web Tracker, at least initially*
	1
	0

	Patient confidentiality protected*
	1
	0

	Consistent with ATHN mission and values*
	1
	0

	Credible purpose and solid study design*
	1
	0

	Build internal capacity and expertise: Technology
	1
	0

	Build internal capacity and expertise: Process
	1
	0

	Build internal capacity and expertise: Templates
	1
	0

	Build internal capacity and expertise: Communication and Training
	1
	0

	Build internal capacity and expertise: Reach
	1
	0

	Build internal capacity and expertise: Staff expansion
	1
	0

	Reasonable requirements
	1
	0

	Financial impact:  Positive or neutral
	1
	0

	TOTAL FITNESS SCORE (1-12)
	
	---


Overall Merit Assessment:  

	Highest Merit
	
	
	
	Lowest Merit

	1
	2
	3
	4
	5


Reviewer’s Comments:

Reviewer’s Signature:





Date:

ATHN Project Screening Summary:  Review Panel Recommendation
Project Number: 
Date Submitted:

Title of Project: 
Project Review Panel Rating

	Project Review Panel Members
	      Total Fitness Score
	    Overall Merit Score

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	Panel’s Score (average of members)
	
	


Summary of Key Strengths and Weaknesses:

	Panel Recommendation:
	Approve
	Approve with modifications
	Do not approve

	ATHN Decision:
	Approved
	Approved with modifications
	Not approved

	Applicant Notified:
	
	
	


ATHN Project Idea





Can the project be done without  


Web Tracker, at least initially?





Database Study. 


Put idea “On-Hold” until Research Affiliates:


Commit to participation


Install Web Tracker


Enroll consented patients








Is patient confidentiality protected?





Is the project consistent with ATHN’s mission, values and research agenda?





Does the project have a 


credible purpose and 


use a solid study design?





Will the project help ATHN build 


internal capacity and expertise?***





ACCEPT


Proposal





Forego 


opportunity 





Do not 


accept





Do not 


accept








Do not 


accept





NO





YES





YES





YES





NO





NO





NO





NO





YES





YES





Is the project financially self-sustaining?





Submit for Board consideration of ATHN self-funding


OR


Forego opportunity








YES








NO








Are the requirements reasonable?





Forego 


opportunity





NO





YES
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