Pediatric Heart Transplant Study

Initiated January 1, 1993

Purpose

The primary purpose of this study is to examine risk factors for certain outcome events following entry into a program of pediatric cardiac transplantation.  The goal of conducting a study of this kind is to advance our state of knowledge by producing presentations for national meetings and manuscripts for publication in peer review journals.

Pediatric Heart Transplant Study
Protocol

The Pediatric Heart Transplant Study (PHTS) is an ongoing study of heart transplant and the major clinical events after transplantation.  The PHTS is a scientific study whose main goal is to provide information that can be translated into improved patient outcome after transplantation.

Patient Entry and Follow-up

Each member institution has an initial date of study entry.  For the original institutions, this date is January 1, 1993.  For other institutions it is the date the data collection began for the specific institution.  In the past this date has always been the first day of the year of entry into PHTS.

ALL pediatric patients listed for primary heart transplantation on or after the date of entry for an institution are included in the study.  The only exclusions are:

1. Patients who are greater than 18 years of age at the time of listing.

2. Patients who are transplanted at an institution but the institution provides no care after discharge and is not involved in the medical follow-up of the patient.  This is a planned circumstance usually related to rules imposed by an insurance provider.  This is a rare occurrence and should be discussed with the PHTS center.

3. Patients that in combination with their primary heart also receive another organ (e.g. lung or kidney).

Once a patient has been entered into the PHTS, there exist no circumstances that would completely remove him/her from the study.  There are circumstances that would stop his follow-up.  These include.

1. Patient death.

2. All follow-up care is transferred to another institution.  The patient is censored at the date of transfer.  The patient and his events remain in the database up to the date of transfer.

3. The patient is lost to follow-up.  This would be a very rare circumstance for a patient who is post heart transplant.  The patient would be censored at his/her last known date of follow-up.

There exist no other reasons for patient removal or censoring.  A patient who subsequently receives another transplanted organ in not removed from the study and his/her follow-up is not terminated.

Form Completion

The PHTS Manual gives explicit directions for completing the forms and for the timing of form completion.  All data will be submitted as limited data sets (LDS) making sure patient identifiers, with the exception of date of birth, have been excluded. Form 1 is completed soon after listing.  Forms 1T, 2 and 3 are completed soon after transplant.  Event forms are completed at the time of an event.  The events that are tracked are infection, rejection, malignancy, angiogram, intervention for coronary artery disease, re-transplant and death.  There are also follow-up forms that are completed annually.

When a patient is re-transplanted the process repeats, i.e. new forms 1T, 2 and 3 are completed and he/she is tracked and followed with a new transplant date.

At time of analysis the LDS are examined by PHTS Data Collection and Analysis Center staff and PHTS members. 

Pediatric Heart Transplant Study Group
Bylaws
I. Name: The organization shall be called the “Pediatric Heart Transplant Study Group” (PHTSG)

II. Purpose: The PHTSG is a not-for-profit organization dedicated to the advancement of the science and treatment of children following heart transplantation. The purposes of this group are: 

a. To establish and maintain an international prospective, event driven database for heart transplantation.        

b. To use the database to encourage and stimulate basic and clinical research in the fields of pediatric heart transplantation and to promote new therapeutic strategies. 

III. Membership: There shall be three classes of membership: institutional member, member, associate member, and guest.

a. Institutional member is designated by an agreement to participate in the database including:

1) Payment of dues for data collection and analysis

2) Timely submission of data

b. Member: physicians, nurses, and physician’s assistants practicing within an institutional member. 

c.  Guests: physicians, nurses and physicians assistants from non-participating institution or physicians, nurses and physician’s assistants training in the field of pediatric heart transplantation. 

IV. Dues: Annual institutional dues are established by an agreement between the PHTSG and the University of Alabama. Dues are to be payable on the 1st of March. 

V. Meetings: Meetings of the PHTSG shall occur twice a year, at the annual American Heart Association Scientific Sessions and at the annual meeting of the International Society of Heart and Lung Transplantation.

VI. Quorum: A quorum will consist of representation from 3/5 of the institutional members.

VII. Organization: The PHTSG database is wholly owned by the organization known as PHTSG. It is managed and overseen by the University of Alabama at Birmingham, Department of Surgery, Division of Cardiothoraic Surgery. 

The PHTSG shall be administered by a Steering Committee consisting of:

1. President

2. Vice-President/Secretary

3. Treasurer

4. Members at large (3)

5. Immediate past president

6. Non-physician member

7. Voting representative designated by the University of Alabama.

Election of Steering Committee Members:

1. Officers (President, Vice-President/secretary and Treasurer) shall be elected to serve a two-year term

2. The president automatically stands down after two years and is succeeded by the vice president and becomes immediate past president

3. Nominations for president, vice-president/secretary and treasurer will be solicited from the general membership and submitted to the president or designee by the first of December.

4. Candidates may only run for 1 position.

5. Candidates shall submit a paragraph to the president stating their intent to run for office and outlining their background, experience and goals

6. The election will occur mid-January, with election results available by mid-January.

7. Voting will be by institutional members, with one vote per institution.

8. In the event of a tie, a run-off election will take place.

9. The members at large will be appointed from institutions participating in the PHTSG on a rotating basis every 2 years

10. The treasurer shall serve no more the two terms in succession.

11. The Nonphysician representative will be elected a by majority of the nonphysician voting members and shall serve a term of two years.

Responsibilities of the Steering Committee include:

a. Supervision of research efforts and use of the database 

b. Organization of biannual meetings

c. Quarterly conference call meetings of the Steering Committee members
d. Financial oversight regarding dues, educational and research grants, etc.

e. Solicitation, management, and allocation of funds for research and educational support

1) Unrestricted funds are allocated by Steering Committee

2) Grant funds for a specific project are administered by that project’s

     Principal Investigator       

3) If grant is to PHTSG, Steering Committee administers research funds

f. Lobby for increased awareness of pediatric heart transplantation

VIII. Responsibilities of Officers

Officers shall be elected from among the physician-members of the PHTSG.

The President shall preside at all the meetings, have general supervisory powers over the organization, see that officers perform duties, and enforce the Bylaws. He/she will appoint the chairman of all the sub-committees, with the advice of the Steering Committee. 

The Vice-President/secretary shall preside in the absence of the President and in case of death, sickness, resignation, disqualification, refusal, or neglect of the President, to discharge the duties of his/ her office. The Vice-President shall then perform all duties incumbent upon the President for the remainder of the term of office. She/he shall keep a record of the proceedings of the organization and prepare a roll of members. He/she shall be in charge of scheduling and printing the meeting program for the year and shall inform the membership regarding PHTS activities on a quarterly basis. The Vice-President/Secretary shall also serve as chair of the standing database committee, UAB, non physician committee, member at large

The Treasurer shall receive all monies of the organization, pay bills, disburse funds as directed, and have all accounts receipt upon payment of the same. The Treasurer shall be charged with the collection of subscriptions. All disbursements shall be by check and require the signature of the Treasurer or, in her/his absence, the VP/Secretary. The Treasurer shall give a financial report at the biannual meetings of the PHTSG. The Treasurer shall also serve as chair of the finance committee, member at large

In case of death, sickness, or resignation of the Vice-President/Secretary or Treasurer, the Steering Committee will present a list of candidates to the membership for election.

IX. Standing Committees

Three standing committees will be formed to supervise the activities of the PHTSG: the Scientific Committee, the Database Committee and the Finance Committee. 

Membership:

1. The President will serve as chair of the scientific committee, with fellow members to include the past-president, one member at large and other members of the PHTSG to be appointed by the chair.

2. The Vice-President/Secretary shall serve as chair of the database committee, with fellow members to include the representative from UAB, one member at large, the non-physician steering committee member and other members of the PHTSG to be appointed by the chair.

3.  The Treasurer shall serve as chair of the finance committee, with fellow members to include a member at large and other members of the PHTSG to be appointed by the chair.

Responsibilities

1. Scientific committee is responsible for:

a. Reviewing research proposals 

b. Determining suitability of studies to be performed

c. Interfacing with UAB regarding timing and support available for studies

d. Providing advice and guidance to the investigator

e. Ensuring that the roles of investigator and co-investigators are clarified prior to initiation of study

f.  Providing oversight regarding data analysis and presentation

g. Ensuring timely publication of the data

2. Database committee is responsible for:

a. Facilitating data collection and analysis

b. Ensuring the quality of the data

c. Modifying database as data evolves

3. Finance committee is responsible for:

a. Approval of funds to be received and disbursed.

b. Providing budgetary oversight of studies performed by the PHTSG.

c.  Supervision of efforts to receive funds to support the activities of PHTSG.

X. Changes to Bylaws: Any changes to the Bylaws must be approved by a 75% majority of voting members

XI. Proposed Studies

1. PHTSG sponsored studies:


Proposals may be submitted by:



University of Alabama at Birmingham


Members



Non members with a sponsoring member


Proposals should include



Description of study



Expected involvement of investigator, proposed co-investigators



Time-line of study completion

2.  Non-PHTSG sponsored studies: e.g. Studies involving selected centers participating in PHTSG who desire use of the PHTSG data or studies wishing to gather additional non-database data from PHTSG center.


The Scientific Committee would review the proposal to determine 



Appropriateness and scientific merit of proposal



Level of commitment requested by PHTSG as a group



Level of commitment requested by individual investigators

If studies are deemed appropriate by the scientific committee, the investigators could approach the membership requesting individual institutional participation.

The scientific committee would also be responsible for determining with UAB the additional funding necessary for these studies and for preparing letters of support regarding proposals submitted to funding institutions.

XII. Non-Profit Status and Dissolution

No part of the net earnings of the organization shall inure to the benefit of any individual or member. Where appropriate, the Steering Committee may determine to compensate reasonably any officer of the organization in accordance with and commensurate with the labor, services, or other endeavors performed by such persons.

In the event of the dissolution of this organization, or in the event it shall cease to exist for the stated purposes, all the property and assets shall be distributed to an organization or agency of similar nature and charitable and non-profit status. This

allocation shall be decided by the Steering Committee at the time of dissolution. Under no circumstances shall any of the property or assets of this organization during the existence and/or upon the dissolution thereof go and be distributed to any officer or member of the organization. 

