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A MPD-RC participating institution may be an academic medical center, cancer center, hospital, physician group, veterans administration hospital or military treatment facility. If there are questions about the suitable of an application for MPD-RC institutional membership, please first call / write Pete Hague the MPD-RC Executive Officer. 

 All institutions must follow the same USA Federal regulations.

A main member, (or affiliate) may be any type of institution, (i.e., an academic medical center, cancer center, hospital, physician group, a veterans administration hospital or a military treatment facility). The institution must have a Multiple Project Assurance (MPA), a Cooperative Project Assurance (CPA) or a Federal-wide Assurance (FWA) from the Office of Human Research Protections (OHRP). If the institution does not have an assurance, it can submit an application for an assurance to the MPD-RC at the same time that the membership application is submitted. Sample assurance document forms may be obtained from the OHRP web site: http://www.hhs.gov/ohrp/assurances/assurances_index.html.

The National Institutes of Health (NIH) requires that everyone involved in clinical trials complete educational training regarding the protection of human subjects. Everyone who assists in conducting a clinical trial, i.e., physicians, nurses, clinical research associates, pharmacists and support staff, etc are required to have this training.

Although everyone is required to obtain the training, certification that the training has been completed is only required for investigators involved in the design or conduct of the trial, as well as for those investigators responsible for consenting patients to participate in any MPD-RC protocol. Investigators who have not completed the training will NOT be permitted to enroll patients on MPD-RC trials.

The MPD-RC Central Office will accept certification from a variety of sources including but not limited to any Institutional Review Board sponsored training program, NIH intramural training, "Protection of Human Research Subjects: Computer-Based Training for Researchers" - available at http://ohsr.od.nih.gov/cbt/, "Human Participant Protections Education for Research Teams": continuing medical education (CME) credits for physicians - available at http://cme.nci.nih.gov, and University of Rochester training program which involves reading a book, "Protecting Study Volunteers in Research" and completing and mailing in a test. The book may be ordered from:

http://www.centerwatch.com.

The Cancer Therapy Evaluation Program (CTEP) requires that all investigators, regardless of specialty, to have an NCI Investigator Number and  a FDA 1572 form, with original signature, on file with NCI. Effective March 1, 2002, NCI Investigator numbers must be submitted on all investigators’ roster update forms. If you are not aware of what is your NCI Investigator Number, you can request your NCI number by contacting Beverly Bailey at the Pharmaceutical Management Branch at 301-496-5725. If you do not have a NCI Investigator Number, you can obtain one by filling out the FDA 1572 form and submitting it to NCI. The FDA 1572 form can be obtained at the following web site: http://ctep.cancer.gov/forms/index.html.

The institution must have on file a statement that the institution has a plan in place for notifying patients of new information, if it becomes available, regarding the treatment they received. It is not necessary to provide MPD-RC the specifics of the plan.

Audits will be conducted at each institution and the institution is responsible for collecting all the medical records if the patient was treated at other locations.

Each institution will be responsible for ordering and tracking investigational drugs according to the policies outlined in the National Cancer Institute Investigator's Handbook. The Investigator's Handbook is on the web at the following address:

http://CTEP.info.nih.gov/handbook.

Several other forms must be submitted along with the membership application. A Roster

Update Request Form must be completed for each individual whom you wish to be considered for membership in the MPD-RC. A curriculum vitae must be included for each physician member. Each new MPD-RC participant must sign a Scientific Misconduct Form indicating that he/she has read the MPD-RC policy regarding scientific misconduct. If your institution plans to enroll patients on radiation therapy studies, a Radiation Facility Inventory Form must be completed and submitted. Your institution must sign a Services Agreement, that outlines responsibilities of membership in MPD-RC, and also permits MPD-RC to pass through to you per case payments from federal funds for which your institution is eligible. Per-case payments, in general, are available to defray costs related to enrollments to MPD-RC treatment studies, selected ancillary studies, selected cancer control and prevention studies, etc. 

Before completing the application, please confirm with an institutional official that you are using the accurate legal name of your institution. The membership packet contains all forms that must be completed for your membership except for the OHRP assurance document, if applicable.

If you have any questions regarding the application materials, please call Mr. Pete Hague, Administrative Director at (212) 241-3714 or e-mail: peter.hague@mssm.edu.
Instructions for Completing

MPD-RC INSTITUTIONAL

MEMBERSHIP APPLICATION

Your complete application package must include the following documents:

· Letter of Support from the Principal Investigator of the Main Member 

· A Curriculum Vitae of the Principal Investigator and all other participants in the clinical trial(s)

· A complete description of the MPD patient population at your institution

· A description of the facilities and resources at your institution including physician rosters

· Completed Membership Application

· Federal wide Assurance Application/Documentation

· Radiation Therapy Facilities Inventory

· Patient Notification Letter

· Laboratory Normal Values and Laboratory Certification

· Certification on Protection of Human Subject Training

· Scientific Misconduct Forms

· Service Agreement and Vendor Certification

· Completed National Cancer Institute Form 1572

· Completed National Cancer Institute Financial Disclosure Form

(If application is incomplete, it will be tabled until the next semiannual Membership Committee meeting)

APPLICATION TYPE: (Please check one)

MAIN MEMBER: _____

AFFILIATE: _____
Complete this application in proposal format where applicable to be reviewed by the MPD-RC Membership Committee. We prefer concise and convincing replies over length. Responses that address the questions by presenting tabular information are encouraged. Do not refer the reviewer to documentation not included in this application.

Legal Name of Institution: _____________________________________________________________________________ 

(Confirm the legal name with an institutional official.)

Legal Address of Institution: _____________________________________________________________________________

_____________________________________________________________________________

_____________________________________________________________________________

City ___________________State ______________Zip + 4____________

Applications will be delayed until this information is provided. It is a NIH requirement.

Name of Academic Affiliation, if any: _________________________________________________________

Name of Principal or Responsible Investigator: ________________________________________________

Name of Lead CRA: _____________________________________________________________________

IRB Information:

Specify IRB Location: ____________________________________________________________________

Do you have an OHRP Assurance? 

Circle one: Yes 

No

If “yes,” provide your current Assurance number, its expiration date, and attach a copy of your assurance to this application.

If “no,” attach the original of a completed, signed OHRP Assurance Application on the hospital’s/institution's stationery. (This form is on the OHRP web site at

http://ohrp.osophs.dhhs.gov/irbasur.htm)

Radiation Oncology Information:

Will patients entered at this facility have access to Radiation Therapy? Circle one: Yes No.

If “yes,” list each RT facility that you plan to use and attach a completed Radiation Therapy Facilities Inventory for each site:

______________________________________________________________

______________________________________________________________

______________________________________________________________

Funding

As funding for this project will be minimal or more likely non-existent, describe briefly how you plan to finance this program if accepted as a member. 

Patient Notification Policy:

Include in your application a letter to Ronald Hoffman, M.D., Group Chair, co-signed by an appropriate institutional official, that states your institution has a plan in place for notifying patients of new information if it becomes available, regarding the treatment they received. It is not necessary to provide the specifics of the plan.

Laboratory Normal Values and Certification:

Submit a copy of your laboratory normal values and laboratory certification.

Investigators/Support Personnel:

Submit a Roster Update Form for each proposed participant, a copy of their certification on Protection of Human Subject Training and a signed copy of the Individual Scientific Misconduct form. In addition, please submit a Curriculum Vitae (CV) for each physician who plans to register patients and a Non-Investigational Agreement/Unaffiliated Investigator Agreement/Agreement for Independent Investigator Form if applicable. All Roster Update Forms for physicians must include their NCI Identification Number.

Membership Proposal:

1.  
Indicate anticipated accrual of patients with polycythemia vera (PV), essential thrombocythemia (ET) and primary myelofibrosis (PF).  Please cite the source of your data and the year the patient was first diagnosed.  Please submit marrow biopsy dates if available as corroborative evidence.  Describe the support resources available to assure timely compliance with Group administrative and data requirements, e.g., oncology nurses, clinical research associates, administrative support for IRB requirements. If you are proposing affiliate sites, describe the organization of your data management services in some detail, especially how you will approach quality control of the data submitted to MPD-RC.

2. 
Describe your pharmacy resources and how you plan to handle investigational drugs that are part of MPD-RC research activities. 

3. 
Document adequate patient resources available for entry into clinical trials. List your annual caseload by hospital and by disease and cite the source of the data (tumor registry, etc.).

4. 
Specify any disease areas in which you do NOT foresee participation.

5. 
Discuss any preclinical or other special resources that could benefit the Group’s current scientific directions. 
6.
Describe your current other cooperative group research activities, if applicable, and non-cooperative group cancer research programs. Describe your accruals to clinical trials for the past three years and cite evaluability rates of patients entered onto study. Any audit reports or monitoring reviews by outside reviewers could be attached as an appendix.   
7. 
Describe any prior or current cancer research cooperative group experience of your institution.

8.     Provide any other information that you feel is important to the review of this application.

9.     Name Modality Physicians and attach a Letter of Support/Intent from each:

Hematology:





Cytogenetics: 

Radiation Oncology:




Transplant:

Pathology:

10. List the institutions or physician practices if applicable to be included in your application. Complete a separate MPD-RC Institutional Application and Letter of Intent for each institution named below. (For Main Member and Affiliate Applicants Only)

Name of Affiliate Institution:

Responsible Investigator:

Name of Affiliate Institution:

Responsible Investigator:


 Application submitted by





 on:

Signature of Proposed PI/RI


 date


Return Completed Application to:

Pete Hague
Administrative Director, MPD-RC

Mount Sinai School of Medicine

One Gustave L. Levy Place, Box 1079

New York, NY 10029-6574

Tel: 212-241-3714

Email: peter.hague@mssm.edu

MPD-RC Radiotherapy Facilities Inventory

Radiotherapy Facility Name:_____________________________________________________

                              Address:______________________________________________________




     ______________________________________________________




     ______________________________________________________

                 Mailing Address: ______________________________________________________

(if different from above)       

                                            ______________________________________________________




     ______________________________________________________


Is this institution known by another name? __________________________________________

For the department of Radiation Oncology: Phone:____________________________________

    FAX:   ____________________________________



          Personnel

Chief Radiation Oncology 




Chief Physicist

Name: _______________________________​​​__
   Name:_________________________________

Address: _____________________________
   Address:_______________________________

  ______________________________

_________________________________

              _______________________________

_________________________________

              _______________________________

_________________________________

Phone: 
________________________________    Phone:​​​​​​​________________________________

FAX: 
________________________________    FAX:   ​​​​​​​________________________________

e-mail: 
________________________________   e-mail: ________________________________

Clinical Physicist/Dosimetrist

Name:    ​​_________________________________

Address: _________________________________


  _________________________________


  _________________________________

Phone:    _________________________________

FAX:       _________________________________

e-mail:    _________________________________

Transplant Service


Personnel

Principal Investigator - MPD-RC 

               Head Nurse

Name: ________________________________      Name:  ________________________________

Address: ______________________________      Address: _______________________________

               ______________________________
                   ______________________________

               ______________________________                      ______________________________

Phone: 
______________________________
    Phone: ________________________________

FAX: 
______________________________         FAX:    ________________________________

e-mail: 
______________________________
    e-mail:  ________________________________

Data Manager / CRA - MPD-RC 

         

Name: 
______________________________​_


Address: ______________________________



  ______________________________
               

               ______________________________                  

Phone: 
 ______________________________


FAX: 
______________________________


e-mail: 
______________________________


MPD-RC: Roster Update Request Form


Action: 1. Addition      2. Correction       3. Deletion

Investigator's NCI Identification No.:___________________________________

Name:__________________________________________________________________________________

           Last                                          First                                  Middle Initial                         Suffix (eg. Jr., III)

Salutation: _____________ 
Degree: _____________________
     Date of Birth:_____/____/_______

(eg. Mr., Mrs., Dr., Dean) 


(eg. MD, DDS, PhD, BSN) 

            Month Day Year

Social Security Number: ​​​​______-_____-______
Race

1. White



5. Asian

2. Italian



6. American Indian

3. Black or African American 
    or Alaska Native

4. Native Hawaiian or Other 
99. Unknown    

    Pacific Islander 




Sex

1. Male 

2. Female

Institutional Role 

1. Cytogeneticist
      
11. Pharmacist

2. Chief of Radiology     
12. Principal Investigator

3. Chief of Surgery 
13. Investigator

4. Lead CRA 

14. Responsible Investigator

5. CRA 


15. Pharmacy Coordinator

6. Psycho-Oncology
16. Transplant Coordinator

Coordinator 

17. CCOP Responsible

7. Surgical Coordinator             Investigator


8. Surgical CRA

18. Laboratory Technician

9. Oncology Nursing
19. Radiation Oncology 10. 10. Transplant Director            Coordinator




20. Pathology Coordinator


Specialty


1. Hematology 

10. Hematology/ Oncology

2. Oncology 

11. Radiation Oncology

3. Surgery 

12. Oncology Nursing


4. Pathology 

13. Oncology Nursing / Data

      Management

5. Immunology 

14. Data Management


6. Cytogenetics 

15. Pharmacist


7. Statistics 

16. Administration

8. Psychiatry 

17. Psycho-Oncology

9. Epidemiology 

18. Other, specify

________________

Mailing Address 





Secondary Address (n-no,y-yes)

Institution Name:__________________________________________________________________________

Department: _____________________________________________________________________________

Street: __________________________________________________________________________________

P.O. Box/Suite: City: State: __________________________________________________________________

Country: ________________________________________ Postal Code: __________----_________________

Phone #1: _______________________ Ext: ________        Phone #2: ____________________ Ext: _______


Fax Number: __________________________ Email Address:___________________________ Broadcast:


Submitted by: __________________________________

Phone #: __________________________________


I have read and I understand MPD-RC policies and procedures in section 3.4, Individual Scientific Misconduct.

Print Name ___________________________________

Signature ______________________________________

Date ______________________________________

3.4 Individual scientific misconduct 

The Institutional Performance Evaluation Committee (IPEC) periodically reviews the performance of the individual member institutions of the MPD-RC. Annually it furnishes a report to MPD-RC main members concerning their performance. It also renders reports of its findings to the Membership Committee. The Membership Committee, in turn, makes reports to the Board of Directors. It bases its recommendations on the findings of the IPEC and any additional sources of information it may choose to employ. The Board of Directors may find that institutions are in good standing, place them on probation, or remove them from membership in the Group.  

The integrity of MPD-RC data is dependent upon the work of many individuals at all levels of the Group.  No event is more damaging to the reputation of the clinical research that MPD-RC and the other cooperative

groups perform than the discovery of submission of false or fraudulent data. Inclusion of such data in our analyses may invalidate the scientific conclusions reached. These invalid conclusions may result in the setting of inappropriate medical practice standards consigning large groups of patients to inferior therapy.

Moreover, the violation of the trust between the patient and the health-care team by such an event will erode the relationships required for conduct of clinical trials and poison the public's perception of all medical investigations. As such, evidence of any systematic or intentional attempt to submit false data of any sort to the MPD-RC will be dealt with in the most rapid and vigorous manner possible. In addition to withdrawing MPD-RC membership from those affected, and suspending accrual from the institution(s), the MPD-RC will assist appropriate governmental bodies in the prosecution of the individuals involved.

Through its audit program and other mechanisms the MPD-RC will search for any evidence submission of false data (see Sections 2.8 and 8.3). Two instances of scientific misconduct have been detected over the course of 600 audits conducted by the Group; both resulted in severe penalties. One investigator was convicted of a felony, fined $20,000 and received a one year (suspended) jail sentence.

The MPD-RC publicizes its policies concerning scientific misconduct during the semiannual Group Meeting plenary sessions, data management workshops, the Group newsletter, and other means. Specific training sessions in ethics for investigators, Clinical Research Associates, statisticians, and other personnel are offered regularly.

This training includes instructions on means whereby MPD-RC members can bring possible instances of scientific misconduct to the attention of those required to investigate it, how to deal with improper data that may have been recorded, and how to correct, if necessary, the scientific record based upon data that are inaccurate.

3.4.1 Receipt of allegations of scientific misconduct

Individuals who have been asked to falsify data or who believe they have knowledge that others are falsifying data must inform the Regulatory Affairs Coordinator at the Central Office as soon as possible via whatever means (phone, letter, fax, e-mail, personal contact) is practical. The Regulatory Affairs Coordinator will complete a detailed accounting of the notification. If this notification occurs by phone, the Regulatory Affairs Coordinator will ask the party making the call if a witness to the call is desired. The policies of MPD-RC and NCI require a thorough investigation of any allegation of scientific misconduct while at the same time taking whatever actions are reasonable and proper to preserve the confidentiality of the informant and, until misconduct is proven, to protect the reputation of those accused. Although anonymous calls for the purpose of notification are discouraged since they may lead to less effective resolution of the matter, they will, nevertheless, be accepted. This notification does not supersede or replace any notification also required by the institution from which the report originates. MPD-RC members should contact the grants and contracts offices of their institutions to ascertain the correct procedures for reporting such matters at their institution.

3.4.2 Processing of allegation within MPD-RC Central Office

Upon receipt of an allegation of scientific misconduct, the Regulatory Affairs Coordinator must immediately bring the matter to the attention of the Group Chair or in the absence of the Group Chair, the Executive Officer, or in the absence of the Executive Officer, the Group Administrator. In instances when the notification is by phone, it is anticipated that one of above described persons will serve as a witness to the phone call.

When notification of the Central Office is complete, the Group Chair, Executive Officer, or Group Administrator along with the Regulatory Affairs Coordinator as a witness, will immediately phone CTEP Clinical Trials Monitoring Branch to report the incident. Subsequent to this notification, other actions may be required. These may include the immediate suspension of accrual to protocols in the involved institution and further investigation (see below).

3.4.3 Investigation of the allegation

In concert with NCI, Office of Research Integrity or other pertinent individuals, bodies or agencies, MPD-RC will develop and implement a plan to investigate the allegation. With data that has already been submitted this investigation will usually consist of a thorough audit (see Section 2.8). However when the individual involved has been requested to submit false data, but has not actually done so, other actions, including entrapment, may be employed.

The terms to be used by various committees and officers in connection with the investigation of possible episodes of scientific misconduct have been deliberately chosen to remove any restriction or impediment to whatever action MPD-RC Committees, Executive Committee and Board of Directors may eventually choose

to take in a given case. The MPD-RC may take action against a member or institution independently whether or not the individual is found guilty in civil or criminal proceedings by others.

The terms used in the audit section of these policies to define institutional performance are used to describe adherence to protocol as well as the quality of data and other submitted materials. In this section we distinguish between erroneous data that results from unintentional mistakes and omissions, and data which is systematically erroneous or untrue.

It is acknowledged that in any process as complex as clinical research occasional errors of many sorts may occur. These may include typographical mistakes, miscalculations of numeric data, omissions of tests, doses, or procedures, delays of treatments, etc. These events when encountered will be characterized by the

terms used in the audit section and may generate actions concerning the institution as specified elsewhere in these policies.

Falsification of information is to be distinguished from inaccuracies arising from sources in the preceding paragraph. Examples would be an ineligible patient falsely made eligible, a non-responding patient said to have responded, an abnormal laboratory result made normal, omitted doses of treatment said to have been given, etc. When wrong information is provided systematically, intent to deceive may be inferred.  Occasional divergences of opinion among investigators are to be expected in any clinical trial, and data arising from such divergences are to be distinguished from those that are systematic attempts to deceive.

When necessary, the MPD-RC Audit Committee, IPEC Committee, Membership Committee, Executive Committee, and Board of Directors will render judgment as to whether a given problem represents scientific misconduct and take appropriate actions as defined elsewhere in these policies.

Notwithstanding procedures for revoking membership, halting institutional accrual, or taking other action as defined in these policies or in the MPD-RC Constitution and Bylaws, the Chair of MPD-RC will take immediate action as defined here when allegations or proof of scientific misconduct occurs within MPD-RC.

3.4.4 Actions to be taken if allegation of scientific misconduct is proved

If false data has been submitted to the MPD-RC Data Management Center, it is segregated and dealt with according to the section on statistical handling of the data.

3.4.5 Publication and retractions

If the data have been used in any analyses in preparation of an abstract, the abstract will be revised, if possible, based on a new analysis without the suspect data, or a disclaimer will be offered during the presentation of the revised data. If such data have been used for preparation of a manuscript, the paper will be withdrawn until a new analysis can be conducted. If the manuscript with the false data has been published, the journal will be asked to publish a retraction and re-analysis at the earliest possible time.

It is understood that correction of published information derived from flawed data is of great importance to the public and the scientific community. The MPD-RC will issue such corrections to relevant journals within 30 days of the time that false data are discovered, or with CTEP consent, whenever a re-analysis can be completed. In addition MPD-RC has agreed to make its computer data and documentation available to CTEP for analysis when necessary in a national health emergency.

3.4.6 Actions against individuals

An allegation of scientific misconduct may result in immediate action on the part of the Group Chair to suspend patient registrations by a participant or a member institution. Subsequently, possible actions relevant to institutions will occur through usual committee processes described elsewhere in these policies.  

Allegations of scientific misconduct by individuals will be brought by Central Office Staff, the Audit Committee, or others to the MPD-RC Executive Committee for investigation. Those accused may be asked to appear before the Committee. In such matters, because of the possibility of injury to patients or the public health, time is of the essence. The Executive Committee will set the schedule for the appearance and testimony of the accused. On the basis of the investigation, the Committee may either take no action or may make recommendations to the MPD-RC Board of Directors. Recommendations to the Board may include severing the membership of the accused, removing the accused from study chairmanship or

authorship, censure, or any other action the Executive Committee feels is appropriate.

The accused will be provided with the written recommendation of the Executive Committee to the Board. At the meeting of the Board, or in writing prior to the meeting, the accused may offer a rebuttal of the Executive Committee recommendations, but may not offer evidence not previously considered by the

Executive Committee. The board will act on the recommendation of the Executive Committee, accepting it, rejecting it, or changing it as the Board deems appropriate.

3.4.7 Confidentiality

The action of the Board is final and will be a matter of record. It will be documented in the minutes of the Board and communicated to the relevant MPD-RC institution. The deliberations of the Board, the Executive Committee, evidence and audits collected by the committees of the Group, and the statements of the accused will be held confidential by the MPD-RC. However, any and all evidence of misconduct will be shared with the NCI and/or other appropriate governmental bodies.







