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JCCC New Study Submission Form 

Instructions


This form should be used for all new study submissions to the JCCC.  

All fields are required unless otherwise stated.
Submission Date:  Enter the Submission date of the form.

IRB # (if available):  If available, enter the unique ID for the study assigned by the UCLA IRB at the time of initial review (without any extensions representing amendments, continuations or renewals)

· CORRECT: 99-99-999

· INCORRECT: 99-99-999-01

· Write “PENDING” if it is not assigned yet

JCCC Study ID:  Either the sponsor’s protocol ID or another identifier used internally to identify the study.  The following format is suggested: 

sponsor name_drug name_protocol #_indication site.
Section 1: General Study Information

Title:   Enter the Study Protocol title exactly as it appears on the protocol.

Research Category/Study Type:  The selections for research category and study type are related.  Please review the definitions provided below, as well as the table that illustrates valid and invalid combinations before making your selections.
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Research Category:  Check ONLY ONE
· Agent or Device: Intervention, whether preventative or therapeutic, using an agent or device
· Other Intervention: Other types of intervention, whether preventative or therapeutic, such as behavioral modifications or nutritional protocols
· Non-Interventional: Protocols without any intervention
Study Type:  Check the first matching one.  Note: CHECK ONLY ONE
· Therapeutic Trial (The): Clinical trials with therapeutic intent using drugs, radiation, surgery, other biological agents, or behavioral or other interventions.

· Prevention Trial (Pre): Clinical trials for the modulation of cancer risk and inhibition of cancer progression using chemoprevention drugs, nutritional, dietary, behavioral, or other interventions.

· Supportive Care (Sup) Trial: Clinical trials intended to improve the comfort and quality of life for the patient using drugs, nutritional, dietary, behavioral or other interventions.

· Screening (Scr), Early Detection (Det), or Diagnostic (Dia) Trials: Clinical trials directly testing the efficacy of devices, techniques, procedures; or tests for earlier or more accurate detection or diagnosis of disease.
· Epidemiologic (Epi), Observational (Obs), or Outcome (Out):  Studies among cancer patients and healthy populations that involve no intervention or alteration in the status of the participants. 

Examples:

· Surveillance

· Risk assessment

· Outcome

· Environmental

· Behavioral studies
· Ancillary (Anc) or Companion (Comp) (Linked Studies):  Auxiliary studies that are stimulated by, but are not a Required part of, a main clinical trial/study, and that utilize patient or other resources of the main trial/study to generate information relevant to it. 

Linked Study:  If the study is Ancillary or Companion, provide the IRB# or JCCC Study ID for the main Trial/Study.

· Correlative (Cor):  Laboratory based studies using specimens to assess cancer risk, clinical outcomes, response to therapies, etc.  

Locations:  Check ALL that apply for any location that will enroll subjects

· UCLA Westwood

· UCLA Santa Monica Medical Center
· UCLA Santa Clarita Clinic (Valencia)

· UCLA/Pasadena Cancer Center

· TORI Network
· CIRG

· Multi-center: For industry-sponsored or cooperative group, multi-center trials (not TORI or CIRG)
· Other: For a selection of Other, please provide a brief description of the other participating site(s)
Sponsor Type:  Check off the first matching.  NOTE: CHECK ONLY ONE  
· Externally Peer-Reviewed:  R01s, P01s, SPORES or other trial mechanisms funded by NIH or supported by other peer-reviewed funding organizations, such as the ACS, the Komen Foundation, etc.
· National Cooperative Group:  National Oncology groups, for example: GOG, CCG, NSABP, RTOG, etc.

· Institutional: In-house, internally reviewed trials, including those collaborative studies conducted with industry sponsorship in which the center is a primary contributor to the design, implementation, and monitoring of the trial, or participation in a multi-site trial initiated by an investigator at another center
· Industry:  Design and implementation of the study is controlled by a pharmaceutical company, for example: Genentech, Astra Zeneca, etc.

Dept./Div./Team:   Check off the department, division, and/or team for this trial.

	HemOnc 

  FORMCHECKBOX 
 Translational Team

  FORMCHECKBOX 
 CML

  FORMCHECKBOX 
 HemeMalignancy 

  FORMCHECKBOX 
 Lymphoma

  FORMCHECKBOX 
 WAMS

  FORMCHECKBOX 
 Urology/Kidney Cancer

  FORMCHECKBOX 
 Other HemOnc  __________


	Other Oncology 

  FORMCHECKBOX 
 Urology/Kidney Cancer

  FORMCHECKBOX 
 PedsOnc

  FORMCHECKBOX 
 GynOnc

  FORMCHECKBOX 
 RadOnc

  FORMCHECKBOX 
 NeuroOnc

  FORMCHECKBOX 
 SurgOnc


	Other Dept./Div.

Please specify: 

________________________


PI Protocol Author (or Major Contributor):  Check Yes (Y) or No (N) to indicate whether the PI was an author of the protocol or a major contributor to the study’s design.
Investigator-Initiated:  Check Yes (Y) or No (N) to indicate whether the research is investigator-initiated.
Subjects Desired UCLA and campuses:  Total number of subjects desired at UCLA and affiliated campuses (Westwood, Santa Monica, Valencia, Pasadena) 
· If the study will be opened in the TORI Network, DO NOT INCLUDE the desired TORI enrollment in this number
Subjects Desired Total:  Total number of subjects desired across any and all institutions participating in the study
· If the study will be conducted only at UCLA or its affiliated campuses, this number will be the same as the Subjects Desired UCLA and campuses
· If the study will be conducted in the TORI Network, DO INCLUDE the desired TORI enrollment in this number
· If the study will be conducted in concert with other institutions, this number should be greater than the Subjects Desired UCLA and campuses 
· Should be able to find in either contract, protocol or consent form

Total Study Recruitment Period: Enter a single number & make sure to check off the corresponding UNITS checkbox (Weeks, Months, Years). DO NOT ENTER A RANGE.
Anticipated Start Date:  Enter the anticipated start date for enrollment.  An estimate is acceptable.
NCI Anatomic Site(s):  List as many values as appropriate from NCI-supplied categorizations, listed below
· For studies where it does not make sense to pinpoint sites in this manner (i.e. solid tumor or healthy patients), check Multiple Sites
	 FORMCHECKBOX 
 Lip, Oral Cavity and Pharynx
	 FORMCHECKBOX 
 Soft Tissue
	 FORMCHECKBOX 
 Kidney

	 FORMCHECKBOX 
 Esophagus
	 FORMCHECKBOX 
 Melanoma, Skin
	 FORMCHECKBOX 
 Other Urinary

	 FORMCHECKBOX 
 Stomach
	 FORMCHECKBOX 
 Kaposis Sarcoma
	 FORMCHECKBOX 
 Eye and Orbit

	 FORMCHECKBOX 
 Small Intestine
	 FORMCHECKBOX 
 Mycosis Fungoides
	 FORMCHECKBOX 
 Brain & Nervous System

	 FORMCHECKBOX 
 Colon
	 FORMCHECKBOX 
 Other Skin
	 FORMCHECKBOX 
 Thyroid

	 FORMCHECKBOX 
 Rectum
	 FORMCHECKBOX 
 Breast:  Female
	 FORMCHECKBOX 
 Other Endocrine System

	 FORMCHECKBOX 
 Anus
	 FORMCHECKBOX 
 Breast:  Male
	 FORMCHECKBOX 
 Non-Hodgkins Lymphoma

	 FORMCHECKBOX 
 Liver
	 FORMCHECKBOX 
 Cervix Uteri
	 FORMCHECKBOX 
 Hodgkins Lymphoma

	 FORMCHECKBOX 
 Pancreas
	 FORMCHECKBOX 
 Corpus Uteri
	 FORMCHECKBOX 
 Multiple Myeloma

	 FORMCHECKBOX 
 Other Digestive Organ
	 FORMCHECKBOX 
 Ovary
	 FORMCHECKBOX 
 Lymphoid Leukemia

	 FORMCHECKBOX 
 Larynx
	 FORMCHECKBOX 
 Other Female Genital
	 FORMCHECKBOX 
 Myeloid and Monocytic Leukemia

	 FORMCHECKBOX 
 Lung
	 FORMCHECKBOX 
 Prostate
	 FORMCHECKBOX 
 Leukemia, Other

	 FORMCHECKBOX 
 Other Respiratory and Intrathoracic Organs
	 FORMCHECKBOX 
 Other Male Genital
	 FORMCHECKBOX 
 Leukemia, not otherwise specified

	 FORMCHECKBOX 
 Bones and Joints
	 FORMCHECKBOX 
 Bladder
	        FORMCHECKBOX 
 Other Hematopoietic


Section 2: Funding/Sponsors 
List each sponsor/funding agency that is involved in the study.  Please * the primary sponsor for the trial.
Name &  Sponsor’s ID/Grant #:  Enter the sponsor/funding source name & associated ID or Grant Number.

· At least one funding source must be listed, add as many as necessary.
· Attach additional pages as necessary.

Type of Support:  For each sponsor/funding source listed, check ALL that apply to the type of support (Financial, Drug and/or Monitoring) to be provided.
Section 3: Study Personnel
Enter the Name, Role, and Contact info (Phone and Email) for all Study Personnel.  Please * the primary study data contact person for the trial.
Enter the Campus Mailing Address for correspondence. 

Attach any additional sheets as necessary.  
Roles:

· UCLA Principal Investigator:  Required to list exactly one PI

· UCLA Sub Investigators:  can have none, one or more than one.

· UCLA Coordinator:  can have none, one or more than one.

· UCLA Data Manager:  can have none, one or more than one.

· UCLA Fund Manager:  can have none, one or more than one.
· UCLA Regulatory Coordinator:  can have none, one or more than one.
· Other (please specify): can have none, one or more than one.
Section 4: Regulatory Compliance

Women & Minorities:  Please provide a brief explanation of your method to ensure inclusion of women and minorities.  If you must exclude a particular group, please explain why.
Children:  Please provide a brief explanation of your method to ensure inclusion of children.  If you must exclude minor subjects, please explain why.
Study Registration:  Check the corresponding boxes to indicate whether or not the study requires registration as a result of either ICMJE or FDA regulations and, if required, to indicate who the responsible party for registration is.  If the sponsor will be registering the study, indicate with which website (clinicaltrials.gov or PDQ). 
IF STUDY IS NON-INTERVENTIONAL OR BEHAVIORAL/NUTRITION INTERVENTION, THEN COMPLETE SECTION 5 BELOW AND THEN STOP

IF STUDY IS A NON-BEHAVIORAL/NUTRITION INTERVENTION (DRUG, DEVICE, BIOLOGICAL, RADIATION, SURGICAL), THEN SKIP SECTION 5 BELOW AND CONTINUE WITH SECTION 6 (p.3) 

Section 5: Non-Interventional/Behavioral Submission Checklist
Please verify that you have completed the form by checking off each box.  Also, obtain the PI’s signature.  Unsigned forms will NOT be accepted.  Incomplete forms will NOT be accepted.

IF STUDY IS NON-INTERVENTIONAL OR BEHAVIORAL/NUTRITION INTERVENTION, THEN STOP

IF STUDY IS A NON-BEHAVIORAL/NUTRITION INTERVENTION (DRUG, DEVICE, BIOLOGICAL, RADIATION, SURGICAL), THEN CONTINUE BELOW
Section 6: Interventional Study Information
Competing Trials:  Please attach a list and prioritization of competing protocols.  If a protocol is non-competing, please indicate why.
Data and Safety Monitoring Plan:  Please attach the data and safety monitoring plan.
Gene Med: Check Yes (Y) or No (N) to indicate whether the protocol involves gene medicine (test agents involve administration of DNA segments).

Stem Cell: Check Yes (Y) or No (N) to indicate whether the protocol involves stem cell research (uses stem cells or stem cell material).

Phase:  Check the appropriate phase of the study.  ONLY CHECK ONE
	· Pilot/Feasibility 

· Phase 1
	· Phase 1/2

· Phase 2
	· Phase 2/3

· Phase 3
	· Phase 4

· N/A


Randomization:  Check the appropriate form of randomization for this study.  ONLY CHECK ONE

· Randomized

· Non-Randomized

· None
Blinding:  Check the appropriate form of blinding for this study.  ONLY CHECK ONE
· Single

· Double

· Triple

· None 
Rollover/Extension Study: Check Yes (Y) or No (N) to indicate whether the protocol is a rollover/extension study.  Please identify the IRB # or JCCC Study ID of the main study.
Study IND Holder: Check ONLY one (1) box to indicate the IND holder for the study (Sponsor or Investigator) or, if no IND is required, check EXEMPT.  If the Investigator is the IND Holder, please indicate if the IND is held through TORI or UCLA.  If the Sponsor is the IND Holder, please indicate the name of the Sponsor.

Study IND #: If the study has an IND #, please indicate it here.

Date of IND Submission: If the study has an IND #, please identify the date that the IND application was submitted to the FDA here.

Section 7: Test Articles (Agent/Device)

List each agent/device that is used in the study.

Name:  Enter the name of the Agent/Device – use generic names only.
Provider:  Check ONLY one (1) box to indicate whether the listed Agent/Device is Commercially-Available or Sponsor-Provided.  If the Sponsor provides the Agent/Device, please indicate the name of the Sponsor.
Section 8: Interventional Submission Checklist

Please verify that you have completed the form by checking off each box.  Also, obtain the PI’s signature.  Unsigned forms will NOT be accepted.  Incomplete forms will NOT be accepted.
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