Protocol Initiation Form

Submit this form to Cynthia Walck with Statement of Support, 
Penn State Hershey Cancer Institute
Protocol, Amendments, Consent Forms, DSMP, and IRB application
Protocol Review and Monitoring System

Email:  cwalck@hmc.psu.edu
Scientific Review Committee

Fax:  717-531-1649



Phone:  717-531-1089


Required Information for All Studies               TO BE COMPLETED BY INVESTIGATOR
	 1. IRB Protocol ID (if available)        
	For CCTO use only  –  Oncore Protocol #:      

	2. Sponsor Protocol ID

	3. Protocol Title:        

	4.  Concise Protocol Title (< 100 characters):       

	5. Study Site/Hospital

  (Select all that apply)
	 FORMCHECKBOX 
 HMC/PSU     FORMCHECKBOX 
 LVHH    FORMCHECKBOX 
 MNMC     FORMCHECKBOX 
 NRCI   FORMCHECKBOX 
 SHS   FORMCHECKBOX 
 Other ____________________________                                      

	( Clinical Trials
6. Phase
	 FORMCHECKBOX 
 Phase I    FORMCHECKBOX 
 Phase I/II   FORMCHECKBOX 
 Phase II    FORMCHECKBOX 
 Phase II/III   FORMCHECKBOX 
 Phase III    FORMCHECKBOX 
 Phase IV    FORMCHECKBOX 
 Pilot   FORMCHECKBOX 
 Feasibility      FORMCHECKBOX 
 N/A   

	7. Study Type
	 FORMCHECKBOX 
  Therapeutic

 FORMCHECKBOX 
  Prevention
 FORMCHECKBOX 
  Correlative
 FORMCHECKBOX 
  Epidemiologic/Observational

 FORMCHECKBOX 
  Supportive Care
 FORMCHECKBOX 
  Ancillary/Companion
	8. DISEASE SITE / CANCER CATEGORY  (Select all that apply)

	
	
	 FORMCHECKBOX 
 Anus 

 FORMCHECKBOX 
 Bone Marrow/Stem Cell Trans.

 FORMCHECKBOX 
 Bones and Joints 

 FORMCHECKBOX 
 Brain and Nervous 

     System 

 FORMCHECKBOX 
 Breast - Female 

 FORMCHECKBOX 
 Breast - Male 

 FORMCHECKBOX 
 Cervix 

 FORMCHECKBOX 
 Colon 

 FORMCHECKBOX 
 Corpus Uteri 

 FORMCHECKBOX 
 Cutaneous Lymphoma

 FORMCHECKBOX 
 Endometrium

 FORMCHECKBOX 
 Head & Neck 

    FORMCHECKBOX 
 Eye and Orbit 

    FORMCHECKBOX 
 Esophagus 

    FORMCHECKBOX 
 Larynx 

    FORMCHECKBOX 
 Lip, Oral Cavity and Pharynx 

 FORMCHECKBOX 
 Hodgkin's Lymphoma 

 FORMCHECKBOX 
 Kaposi's Sarcoma 

 FORMCHECKBOX 
 Kidney 

 FORMCHECKBOX 
 Leukemia, not otherwise 

     specified 

 FORMCHECKBOX 
 Leukemia, other 

 FORMCHECKBOX 
 Liver 

 FORMCHECKBOX 
 Lung 

 FORMCHECKBOX 
 Lymphoid Leukemia 

 FORMCHECKBOX 
 Melanoma, Skin 

 FORMCHECKBOX 
 Multiple Myeloma 

 FORMCHECKBOX 
 Mycosis Fungoides 

 FORMCHECKBOX 
 Myeloid and Monocytic 

      Leukemia

 FORMCHECKBOX 
 Myelodysplastic  Syndromes 
	 FORMCHECKBOX 
 Myeloproliferative Disorders 

 FORMCHECKBOX 
 Non-Hodgkin's  Lymphoma

 FORMCHECKBOX 
 Ovary 

 FORMCHECKBOX 
 Pancreas 

 FORMCHECKBOX 
 Prostate 

 FORMCHECKBOX 
 Rectum 

 FORMCHECKBOX 
 Small Intestine 

 FORMCHECKBOX 
 Spine

 FORMCHECKBOX 
 Soft Tissue / Sarcoma

 FORMCHECKBOX 
 Stomach

 FORMCHECKBOX 
 Testicles 

 FORMCHECKBOX 
 Thyroid 

 FORMCHECKBOX 
 Urinary Bladder _______________________

 FORMCHECKBOX 
 Other Digestive Organ 

 FORMCHECKBOX 
 Other Endocrine System 

 FORMCHECKBOX 
 Other Female Genital 

 FORMCHECKBOX 
 Other Hematopoietic 

 FORMCHECKBOX 
 Other Male Genital

 FORMCHECKBOX 
 Other Respiratory/

    Intrathoracic Organs

 FORMCHECKBOX 
 Other Skin 

 FORMCHECKBOX 
 Other Urinary _______________________

 FORMCHECKBOX 
 Unknown Sites 

 FORMCHECKBOX 
 Ill-Defined Sites 

 FORMCHECKBOX 
 Multiple Sites

 FORMCHECKBOX 
 Rare Cancers

    -Specify:______________

	9. Protocol Author
	 FORMCHECKBOX 
  PSHCI Investigator
 FORMCHECKBOX 
  Sponsor
	
	

	10. Scope

(Check all 

that apply)
	 FORMCHECKBOX 
  PSHCI Only 

 FORMCHECKBOX 
  Multi-site
	
	

	
	 FORMCHECKBOX 
  National Cooperative Group Study 

 FORMCHECKBOX 
  PSHCI investigator-initiated      

 FORMCHECKBOX 
  Sponsor-Initiated Study
	
	

	11. Enrollment/Accrual

Goals
	     
	Overall Protocol Target Accrual – PSHCI
	
	

	
	     
	Annual Accrual Goal – PSHCI
	
	

	
	     
	TOTAL  Protocol Target Accrual - for entire study across all participating sites
	
	

	12. Primary Sponsor
	 FORMCHECKBOX 
  PSHCI
	
	

	
	 FORMCHECKBOX 
  NIH  ___________________________ 

 FORMCHECKBOX 
  Other Funding Agency: ____________
	
	

	
	 FORMCHECKBOX 
  Industry

       -Company:  _____________________
	
	

	
	     
	13. RESEARCH STAFF 

	Other Sponsors
	     
	Local PI
	

	 14. IRB ACTIONS, PROTOCOL OPEN & CLOSE DATES
	Co-Investigator
	

	Proposed IRB Submission Date
	     
	Co-Investigator
	

	Protocol includes Follow-up?  
	       FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No  
	Co-Investigator
	

	Comments

 
	Fellow
	

	
	RN
	

	
	Study Coordinator
	


	15. Trial Type: (if applicable)   FORMCHECKBOX 
  Diagnostic   FORMCHECKBOX 
  Genetics   FORMCHECKBOX 
  Prevention   FORMCHECKBOX 
  Screening   FORMCHECKBOX 
  Supportive   FORMCHECKBOX 
  Treatment   FORMCHECKBOX 
 Other_______

	16. STUDY OBJECTIVES AND DESIGN (include background, rationale, conditions treated, and treatment or intervention overview)

	     

	17. Intervention (List all that apply)

 MAY NOT BE APPLICABLE
	18. Intervention Type (Select one type per intervention)

	     
	 FORMCHECKBOX 
  Drug     FORMCHECKBOX 
  Device     FORMCHECKBOX 
  Procedure    FORMCHECKBOX 
  Behavior     FORMCHECKBOX 
  Vaccine     FORMCHECKBOX 
  Other _______________

	     
	 FORMCHECKBOX 
  Drug     FORMCHECKBOX 
  Device     FORMCHECKBOX 
  Procedure    FORMCHECKBOX 
  Behavior     FORMCHECKBOX 
  Vaccine     FORMCHECKBOX 
  Other________________

	     
	 FORMCHECKBOX 
  Drug     FORMCHECKBOX 
  Device     FORMCHECKBOX 
  Procedure    FORMCHECKBOX 
  Behavior     FORMCHECKBOX 
  Vaccine     FORMCHECKBOX 
  Other________________

	19. OUTCOMES (specific measures or observations used to measure the effect of experimental variables) 

	   19a.  Primary Outcomes:          



	   19b. Secondary Outcomes:          



	20. KEY ELIGIBILITY (INCLUSION/EXCLUSION) CRITERIA:  

	

	21. CONDITIONS & KEYWORDS
	 FORMCHECKBOX 
   INTERVENTIONAL STUDY
	 FORMCHECKBOX 
   OBSERVATIONAL STUDY

	21a. Conditions:
Primary diseases or conditions being studied. 

Enter up to 5 disease or condition terms.

21b. Keywords:

     

	Purpose 

 FORMCHECKBOX 
  Treatment 

 FORMCHECKBOX 
  Prevention 

 FORMCHECKBOX 
  Diagnosis 

 FORMCHECKBOX 
  Educational/Counseling/Training

Allocation 
 FORMCHECKBOX 
  Randomized Controlled Trial

 FORMCHECKBOX 
  Nonrandomized Trial

Endpoint
 FORMCHECKBOX 
  Safety

 FORMCHECKBOX 
  Efficacy

 FORMCHECKBOX 
  Safety/Efficacy

 FORMCHECKBOX 
  Bio-equivalence

 FORMCHECKBOX 
  Bio-availability

 FORMCHECKBOX 
  Pharmacokinetics

 FORMCHECKBOX 
  Pharmacodynamics

 FORMCHECKBOX 
  Pharmacokinetics/dynamics
	Masking 

 FORMCHECKBOX 
  Open

 FORMCHECKBOX 
  Single Blind

 FORMCHECKBOX 
  Double Blind

Control 

 FORMCHECKBOX 
  Placebo 

 FORMCHECKBOX 
  Active 

 FORMCHECKBOX 
  Uncontrolled 

 FORMCHECKBOX 
  Historical

 FORMCHECKBOX 
  Dose Comparison 

Assignment 

 FORMCHECKBOX 
  Single Group

 FORMCHECKBOX 
  Parallel

 FORMCHECKBOX 
  Cross-over

 FORMCHECKBOX 
  Factorial

   FORMCHECKBOX 
  Expanded  

       Access
	Purpose 

 FORMCHECKBOX 
  Natural History

 FORMCHECKBOX 
  Screening

 FORMCHECKBOX 
  Psychosocial

Duration 
 FORMCHECKBOX 
  Longitudinal

 FORMCHECKBOX 
  Cross-sectional 

Selection 

 FORMCHECKBOX 
  Convenience Sample 

 FORMCHECKBOX 
  Defined Population 

 FORMCHECKBOX 
  Random Sample 

 FORMCHECKBOX 
  Case Control

Timing 

 FORMCHECKBOX 
  Retrospective 

 FORMCHECKBOX 
  Prospective

 FORMCHECKBOX 
  Both



	22. Form Completed by  
	     ________________________________
	23. Primary Study Contact

	Date
	
	Name:


	Phone
	
	Email: 


For CCTO Use Only:  Date Entered in Oncore____________________   by _______________   Date Updated  ____________________ by_______________
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