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Lineberger Comprehensive Cancer Center: 
Letter of Intent to Use Clinical Protocol Office Services

September 9, 2010
Oncology Protocol Review Committee

C/O Protocol Review Committee Coordinator

Clinical Oncology Research Protocol Office

Third Floor Administrative Tower CB # 7295

Protocol Review Committee Coordinator:

Please submit the attached information as a Letter of Intent for study: 

Title: MACROBUTTON NoMacro [Click here and type study title]
to the Oncology Protocol Review Committee for consideration.  I understand that I must have the approval of this committee before I can submit a study to the Clinical Protocol Office for regulatory preparation. 

Sincerely yours,

MACROBUTTON NoMacro [{PI Signature} Click here and type Principal Investigator's name]
MACROBUTTON NoMacro [Click here and type return address and telephone contact numbers]


Letter of Intent - Lineberger CCC Oncology Protocol Review Committee
The following criteria are used for determining study priority when requesting CPO resources.

1. Scientific novelty

2. Development in conjunction with an area of ongoing LCCC-directed research

3. Likelihood of LCCC authorship

4. Likelihood of acquiring peer-reviewed funding

5. Likelihood of accrual of at least 10 patients/year

6. Is this a LCCC study

Score: One point for each; scores of 5 or 6 are high priority; 2, 3, or 4 are medium, and one is low priority in regards to allocation of LCCC PO resources.

Study Title:

{should include phase, brand-name with active compound in brackets}

Group/ Participating Institutions:  

{If applicable}

Principal Investigator:

Investigator Name:

Investigator Title:

Mailing Address:

Phone/Fax: 

e-mail address:

Study Objectives:

Primary:

{Summarize Here}

Secondary:

{Summarize Here if applicable}

Rationale:

{Summarize Here}

Study Design*:

{Provide a concise overview of the study design without repeating the objectives, stating:

· The study design (e.g. open-label, double-blind, placebo-controlled) and purpose (e.g. long-term tolerability)

· Statistical design anticipated; study phase, power calculations, stopping rules, etc
·  The sequence and duration of study periods (e.g. baseline, treatment periods, maintenance, follow-up, etc.)

Number of Patients:

Total:

Estimated total at UNC: 

Estimated annual accrual at UNC   
Population:

{Disease, key inclusion and exclusion criteria, in or out patients}

Regimen  (Treatment if applicable)

{If Treatment: Name, Dosage, Mode of administration, schedule & length of therapy}

{If not a treatment study, Describe Diagnostic; Surgical; Radiation; or Screening Regimen}

Study Duration and Timelines:

Duration:

{Estimate of time required for accrual of all patients}

Timelines:

{Include estimates for the following:

· Dates for study start and end of recruitment

· Dates for report completion and publication.

Criteria for Evaluation of Clinical Studies: (If applicable)

Efficacy:

{Give primary and secondary efficacy variable(s) (i.e. disease-free or overall survival, determination of MTD, etc.}

Safety:

{Indicate criteria for assessing safety.}

Description of Correlative Studies (If applicable):

{Indicate if Tissue Procurement services will be required.}
Competing Studies (Prioritization):

Support Issues: Indicate

1. Required level of support and 

2. Anticipated source of support.

Clinical Protocol Office Services Requested:

Regulatory Support:  


Yes 
No
 


 FORMCHECKBOX 

 FORMCHECKBOX 

IRB/PRC 

 FORMCHECKBOX 

 FORMCHECKBOX 


GCRC 


 FORMCHECKBOX 

 FORMCHECKBOX 


Radiation Safety Committee {radiation exposure (diagnostic or therapeutic) beyond standard of care, i.e., additional PET scans,, increased radiation therapy dose, radiolabeled drug, etc}

 FORMCHECKBOX 

 FORMCHECKBOX 


Biosafety Committee {recombinant DNA or gene transfer}

 FORMCHECKBOX 

 FORMCHECKBOX 


IND/IDE
Other CPO staff services


Yes 
No

 FORMCHECKBOX 


 FORMCHECKBOX 

Budget/Contract 

 FORMCHECKBOX 


 FORMCHECKBOX 

Research Nurse

 FORMCHECKBOX 


 FORMCHECKBOX 

CRA

For LCCC studies only     


Yes 
No

 FORMCHECKBOX 


 FORMCHECKBOX 

Oncore CRF creation 

 FORMCHECKBOX 


 FORMCHECKBOX 

Multicenter study     If yes, Provide names and contact information for each site:

Provide names and contact information for sponsor(s)

Disease Group Leader Signature __________________________________ Date:____________

PROTOCOL EXCUTIVE COMMITTEE ACTION





( Approved			( Disapproved





If Approved Give Priority Rating (Circle one)    High	 Medium	Low





Committee Signature_______________________________________


Date______________________________________________________
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