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Pediatric Heart Transplant Study

Standard Operating Procedure for a PHTS Research Study

The purpose of this document is to describe the steps of a research project and specifically list the tasks for the principal investigator. We always expect the process to be fully collaborative and we expect the process to result in a publication. The PHTS Scientific Committee is ultimately responsible for the entire process. The PHTS DCC at UAB will assist the PHTS Scientific Committee. The following steps of the entire research process are necessary to ensure both good science and good process. For ease of use, the dates listed in these steps are assuming that the abstract and paper will be submitted to the International Society of Heart and Lung Transplant. For those abstracts that are submitted to other societies (e.g. AHA, ACC, etc) the dates WILL be modified to meet their deadlines BY THE SCIENTIFIC COMMITTEE IN COLABORATION WITH THE DCC. 

1. Submission of a research proposal

The purpose of the proposal is to present the background, specific aims/hypotheses, and strategy for utilization of PHTS data, anticipated results and a brief timeline. The usual PHTS application deadline is the end of January in anticipation of the November abstract deadline for the International Society of Heart and Lung Transplant. In order to ensure a fair and timely process, applications will not be accepted from researchers who have research projects that have not yet resulted in a submitted manuscript. This requirement may be waived at the discretion of the Scientific Committee.

2. Review of applications by the Scientific Committee

The committee will review each proposal for both scientific merit and the ability of the PHTS data to answer the hypotheses. Before review of a proposal, the PHTS DCC will update the committee on the regulatory status of the applicant’s institution: including current status of the local IRB approval, and current completeness of data. If necessary the committee will ask the applicant to participate in the conference call to present his or her proposal and/or answer questions about the proposal. 

3. Notification of acceptance/rejection of proposal

The chair of the Scientific Committee will provide written notification of the proposal status to each applicant. In addition to acceptance or rejection, the committee may choose to delay a proposal for various reasons (e.g. additional data collection). The Scientific Committee will also create a writing group consisting of other PHTS Investigators. 

4. Applicant becomes the principal investigator

Once a proposal is accepted, the applicant now becomes the principal investigator for the study also referred to as lead investigator. The principal investigator is responsible for all steps of the research project. The PHTS DCC will collaborate with the lead investigator but the primary responsibility for the research project belongs to the lead investigator. The lead investigator should provide suggestions for co‐authors. As a general policy the nurse coordinator at the principal investigators hospital will be included as a co‐author. 

5. Detailed plan of work

The lead investigator will create a detailed plan of work including a quantitative review of the literature, specification of the endpoints, creation of templates for figures and tables, anticipated results of the analyses and a detailed timeline.

6. The research collaboration

The actual analyses will be a collaborative effort. The PHTS DCC will produce the requested analyses and will review these analyses with the lead investigator. The lead investigator is responsible for updating and including all members of the PHTS Writing Group assigned to his abstract, including scheduling of regular conference calls, email updates, etc. for all steps of the project including detailed analyses plans, abstract generation and manuscript preparation. 

7. Abstract generation

The lead investigator will generate the abstract based on the collaborative analyses. The proposed abstract must be completed two weeks prior to the submission deadline. The lead investigator is responsible for distribution of the proposed abstract to the co‐authors and to the current members of the PHTS DCC. Actual submission of the abstract will be done by the lead investigator. Once the principal investigator is notified that the abstract is accepted for presentation at a meeting, the principal investigator must notify the co‐authors, and the UAB Research Team.

8. Presentation

The lead investigator is responsible for the presentation. As requested by the lead investigator the PHTS DCC will assist in preparation of the presentation. The PHTS DCC almost always prepares the figures and the tables. The lead investigator must circulate the presentation to the co‐authors.

9. Manuscript

The lead investigator is responsible for generating the manuscript. Under the precise direction of the lead investigator, the PHTS DCC will produce the “journal ready” figures and tables. The lead investigator is responsible for circulating the manuscript to the co‐authors and to the Scientific Committee. Ideally, the manuscript would be submitted to a journal at the same time of the ISHLT presentation (some scientific societies require this). The PHTS leadership strongly recommends that the manuscript be submitted at the time of presentation or very soon thereafter.
Call for Proposals Timeline
AHA Abstract Deadline: June 2012
ISHLT Abstract Deadline: November 2012

	           Item
	Deadline (AHA and ISHLT)
	Responsibility

	1. Notify group of proposal opening and closing date
	January 1
	DCC

	2. Send reminder 10 days prior to closing
	January 21
	DCC

	3. Proposal Submission
	January 31
	Membership

	4. Receive Proposals
	February
	DCC

	5. Blind Proposals
	February
	DCC

	6. Assign primary and secondary reviewer
	February
	President

	7. Distribute proposals, reviewers, and scoring sheet to scientific committee
	February
	DCC

	8. Scientific returns scoring sheets to DCC
	February
	Scientific Committee

	9. Summarize scoring sheet and comments
	February
	DCC

	10. Distribute summary to Scientific Committee
	February
	DCC

	11. Scientific Committee Call to review proposals
	February
	DCC

	12. Decision on project ranking, YIA, etc
	February
	Scientific Committee

	13. Investigator Notification
	March
	President

	14. Writing Group Assignment
	March
	President /First Author

	
	AHA
	ISHLT
	

	15. Detailed Plan of work
	April
	June
	First Author and Writing Group

	16. Analyses of Data
	April-May
	July-September
	DCC

	17. Final Abstract Generation
	May
	October
	Writing Group

	18. Creation of Final Presentation
	June-October
	November-March
	First Author

	19. Manuscript Generation
	Concurrent
	Concurrent
	First Author/Writing Group

	20. Manuscript Submission
	November
	April
	First Author


In order to facilitate high quality research, we encourage you to follow this timeline. If a project does not meet these calendar milestones the Scientific Committee may then decide to postpone abstract submission and/or primary or senior authorship for unfinished manuscripts.
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