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1.0
BACKGROUND AND RATIONALE

1.1
Study Synopsis


(Concise statement of the goals of the trial)

1.2
Disease Background

1.3
Rationale


(Discuss reasoning behind study and any relevant prior studies.)

2.0
STUDY OBJECTIVES

2.1
Primary Objectives


(Study should be powered to achieve this objective)

2.2
Secondary Objectives


(Study does not have to be powered to achieve these objectives)

3.0
PATIENT ELIGIBILITY

3.1
Inclusion Criteria

3.2
Exclusion Criteria

4.0
SAMPLE COLLECTION (BLOOD, TISSUE, BODY FLUIDS)
4.1
Pre‑collection Assessments

(Discuss any imaging or lab study required to determine if tissue can be collected.  Are the studies standard of care for the patient?  Who will pay for protocol specific studies?)

4.2
Collection Procedures


(Describe where and when tissue will be collected and processed and by whom.  How will the tissue be handled during and after collection? Will the study utilize the LCCC Tissue Procurement Facility (http://cancer.med.unc.edu/research/core/tissue-procurement.htm)? Clearly distinguish when tissue collection will not involve extra procedures for the patient (i.e. collected after resection) verses extra procedures (when collection is not clinically indicated or extra tissue is obtained at a planned clinical biopsy).)

4.3
Post‑collection/Follow‑up Assessments

(Discuss post collection follow-up of the patients.  How long will patients be followed after tissue collection for complications of the procedure? Be specific, as adverse events outside this time frame will not be reported.  If tissue is to be collected from an already resected specimen, than the follow-up period may be zero.  How will complications be determined and recorded?  How long will the patient be followed for clinical outcomes and how will this be done?  How will patient confidentiality be protected?)

5.0
ADVERSE EXPERIENCES

5.1.
Definition

An adverse experience is any untoward medical occurrence in a patient or clinical investigation subject during or after tissue collection or clinical follow-up for research purposes that does not necessarily have a causal relationship with the study intervention.

5.2
Expected Adverse Events


(List expected adverse events from tissue collection and clinical follow-up)
5.3
Unexpected and Serious Adverse Experiences
5.3.1
Definition

An unexpected adverse event is any adverse experience where the specificity or severity of which is not consistent with.

A serious adverse experience (SAE) is any untoward medical event that results in any of the following outcomes:

· Death

· A life-threatening adverse experience

· Requires inpatient hospitalization or prolongation of existing hospitalization

· Results in a persistent or significant disability/incapacity, or a congenital anomaly/birth defect

Important medical events that may not result in death, be life-threatening, or require hospitalization may be considered a serious adverse experience when, based upon appropriate medical judgment, they jeopardize the patient or subject and may require medical or surgical intervention to prevent one of the outcomes listed in the definition.

5.3.2
Reporting

For any serious or unexpected event, which occurs to any patient in the time frame defined in 4.3 (Post-Collection /Follow- up Assessment) an IRB Adverse Event Form must be filled out and mailed to the IRB office within 24 hours of notification of reported event.  (see: http://www.med.unc.edu/irb/Forframe.htm).  Adverse events outside this time fame and mild bruising from blood draws do not have to be reported.
6.0 STATISTICAL ANALYSIS

6.1
Study Design

6.2
Sample Size

6.3
Data Analysis

7.0
STUDY MANAGEMENT AND APPROVALS

7.1
Protocol Review Committee

The Protocol Review Committee (PRC) is a multidisciplinary standing Committee of the UNC/Lineberger Comprehensive Cancer Center (UNC/LCCC) and the UNC School Cancer Program; a joint entity of the UNC/LCCC, UNC Hospitals and the UNC School of Medicine.  Its charge is the peer review of local and national research protocols involving cancer patients prior to submission of the protocol to the UNC Institutional Review Board (IRB).

New complete protocol applications must be submitted by 5:00 p.m. on the predetermined deadline to the PRC Coordinator.  Applications must include the clinical protocol, informed consent form, investigators brochure when applicable, the IRB application, all quality of life surveys, and all recruitment materials.

In agreement with the UNC Medical School IRB, no cancer related interventional protocol will be considered for approval by the IRB until that proposal has been reviewed and approved by the UNC/LCCC PRC.  Review and approval by the Protocol Review Committee in no way minimizes the responsibility or the authority of the IRB to pass independent judgment on protocols submitted for approval.

Lineberger investigator-initiated applications will be reviewed by three PRC Committee members, one of whom must be a biostatistician.  The study will not be scheduled for PRC review until the PRC Coordinator receives a signed letter from the authoring biostatistician stating approval of the study’s statistics methodology.

7.2
Institutional Review Board (IRB) Approval and Consent

(The UNC IRB has special instructions for submitting applications for research

that includes the collection of human biologic specimens and distinguishes between collection with or without patient identifiers.  See http://www.med.unc.edu/irb for details.)

7.2.1 Informed Consent

In obtaining and documenting informed consent, the investigator should comply with the applicable regulatory requirement(s), and should adhere to Good Clinical Practice (GCP) and to ethical principles that have their origin in the Declaration of Helsinki.

Before a subject’s participation in this trial, the investigator is responsible for obtaining written informed consent the subject or legally acceptable representative (LAR) after adequate explanation of the aims, methods, anticipated benefits, and potential hazards of the study and before collecting any protocol-specific screening procedures or specimen collections.  The subject or LAR will be given a full explanation of the study and will be given the opportunity to review the consent form.  The consent form should be signed and dated by the subject or LAR and by the person who conducted the informed consent discussion.  The original consent form should be retained in accordance with the institutional policy and a copy of the consent form should be provided to the subject or LAR.

7.2.2
Institutional Review Board

A copy of the protocol, proposed informed consent form, HIPPA authorization, any other written subject information and any proposed advertising material must be submitted to the University of North Carolina Chapel Hill Committee on the Protection of the Rights of Human Subjects (School of Medicine IRB) for written approval.  Written approval of the protocol and consent form must be received prior to enrollment of subjects into the study.

Any revision or other change in either the protocol or consent form, or any advertisement, is considered an amendment by the School of Medicine IRB, and will be submitted for review and approval by the IRB prior to implementation.  

7.3
Registration Procedures

All subjects must be registered with the Lineberger Comprehensive Cancer Center.  After initial consultation with Paul Jones (paul_e_jones@med.unc.edu), the subjects will be registered online using the Oncore database system. 
7.4
Removal of Subjects from a clinical research project, or IRB approved protocol

If, at any time, the constraints of this protocol are detrimental to the patient's health and/or the patient no longer wishes to continue protocol therapy, or when deemed in the best interest of the patient by their attending physician, the patient will be removed from protocol.  In this event:

· Notify the Principal Investigator

· Document the reason(s) for withdrawal on flow sheets or Case Report Form

· Notify the Institutional Review Board

Patients can ask to have specimens stored with patient identifiers destroyed at anytime, as outlined in the IRB document “UNC-CH School of Medicine /UNC Hospitals information about storage and use of specimens with identifying information”.  Specimens stored without patient identifiers cannot be removed.
7.5
Adherence the Protocol

The investigator may implement a deviation from, or a change of, the protocol to eliminate an immediate hazard(s) to trial subjects without prior IRB/IEC approval/favorable opinion. As soon as possible, the implemented deviation or change, the reasons for it, and, if appropriate, the proposed protocol amendment(s) should be submitted to:

· IRB for review and approval

7.6
Study Monitoring

Study PI should maintain a tissue procurement log, including assignment of study numbers and storage information for each sample.  If tissue is collected with patient identifiers, a copy of the log including the medical record number should be kept in a secure location, with a copy without patient identifiers is used for general lab purposes.  

7.7
Adherence to the Protocol


Except for an emergency situation in which proper care for the protection, safety, and well-being of the study patient requires alternative treatment, the study shall be conducted exactly as described in the approved protocol. Any deviation from the protocol must have prior approval by the Principal Investigator and must be recorded and explained.

7.8 Record Retention

Study documentation includes all Case Report Forms, data correction forms or queries, source documents, Sponsor-Investigator correspondence, monitoring logs/letters, and regulatory documents (e.g., protocol and amendments, IRB correspondence and approval, signed patient consent forms).

Source documents include all recordings of observations or notations of clinical activities and all reports and records necessary for the evaluation and reconstruction of the clinical research study.

Government agency regulations and directives require that all study documentation pertaining to the conduct of a clinical trial must be retained by the study investigator. Study documents should be kept on file until three years after the completion and final study report of this investigational study.

7.9 Obligations of Investigators

The Principal Investigator is responsible for the conduct of the clinical trial at the site in accordance with Title 21 of the Code of Federal Regulations and/or the Declaration of Helsinki.  The Principal Investigator is responsible for personally overseeing the treatment of all study patients.  The Principal Investigator must assure that all study site personnel, including subinvestigators and other study staff members, adhere to the study protocol and all FDA/GCP/NCI regulations and Institutional regulations and guidelines regarding clinical trials both during and after study completion.

8.0
REFERENCES

(List all protocol references.)
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