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Goal:  A study to characterize, document, and obtain biospecimens from a population based series of 
individuals with early onset prostate cancer 
                                                                                                                                               

Schema: 

CGN Prostate Pilot   
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  

CGN Prostate Pilot   
Study 22 Arm 0 (CGN)   
Study 25 Arm 0   
- cases diagnosed 1998;  ≤ 65 y.o. at diagnosis and  ≥ 18 y.o.   

- MD letter sent (wait 2 weeks) (for population based only)   
- intro letter sent (wait 1 week) (for population based only)   
- telephone call or introduction at clinic for enrollment in CGN   
- CGN interview (Prostate Q p art 1)   
- Introduce Prostate Pilot; ask if they are interested   

Decline CGN (20%)   
  
- Non - Participant Data  
collection   
- thank you letter   

Contact and recruit all living firs t degree affected  relatives  and first  
degree male relatives (affected or unaffected).   
- Call for CGN registry enrollment (Core data and consent); explain the  
pilot study and ask if they are interested in doing that, also.   

- Death clearance (if deceased,  not  
eligible, do not contact next of kin)   

Accept CGN and Pilot:   
- mail (or complete in clinic)CGN  
consent, brochure if requested, review  
family history, and Prostate Quest. Part  
2 and ask them to take a look at it.   

Accept CGN, but decline  
Pilot:   
- mail (or complete in  
clinic) CGN consent and  
brochure (if requested)    

Sporadic  : Prostate cancer ≤65   
- Call back to complete Q Part 2   
- mail Pilot consent and tissue aut h.   
- schedule blood draw   
* complete in clinic for clinic based   

High-Risk : Prostate cancer diagnosis, Proband ≤ 65 at 
diagnosis, 3 1st relatives (including the proband) with 
prostate cancer diagnosis, spanning two generations, one 
diagnosed < 55 or two < 60. 
Familial : Prostate cancer diagnosis, P roband ≤65 at 
diagnosis, At least one 1st degree relative with prostate 
cancer OR proband is diagnosed <60 and has a 2nd relative 
with prostate cancer  
-Call back to complete Q2 
-Mail Pilot consent and tissue auth. 
-Schedule blood draw 
-Permission to contac t all 1st degree affecteds or males 

  
  

  
  

  
  Thank you.   

- confirm cancers (DC,  
path, etc.)   
- order DC’s on all 4  
grandparents   

Decline all   
- Nothing   

Both:   
- Send CGN consent and brochu re, if  
requested, and Prostate Q Part 2   

CGN only:   
- send CGN consent  
and brochure, if  
requested   

- Call back for Questionnaire Part 2   
- Mail Pilot consent, TA (if affected)    
- Schedule blood draw.   



PILOT STUDY OF PROSTATE CANCER GENE DISCOVERY 
 

 
 

Study Objectives 
 

• To further characterize, document, and obtain biological specimens of population-based series of 
individuals with early onset (age ≤ 65) prostate cancer cases and their family members, as well as series 
of high-risk families. 

• Expand familial cases and high-risk families, including verification of cancer and collection of blood 
specimens from available, informative relatives of these families to explore possible genetic 
predisposition to prostate cancer. 

 
.        Hypothesis 

 In some proportion of families with prostate cancer, genetic factors contribute a major proportion of 
prostate cancer risk. 

         
        Eligibility 
  

Patients were recruited from three distinct categories: sporadic, high-risk, and familial. 
                                            High Risk 

• Invasive prostate cancer diagnosis 
• Proband must be ≤ 65 year old at prostate cancer diagnosis 
• 3 first degree relatives (including the proband) with invasive prostate cancer 

diagnosis, spanning two generations, one must be diagnosed below age 55 or tow 
diagnosed below age 60. 

Familial 
• Invasive prostate cancer diagnosis 
• Proband must be ≤65 years old at prostate cancer diagnosis 
• At least one 1st degree relative of proband also with prostate cancer OR proband 

is diagnosed <60 years old and has a second degree relative with prostate cancer 
Sporadic (population based) 
• Invasive prostate cancer diagnosis 
• Proband must be ≤65 years old at prostate cancer diagnosis 

 
Participating Sites 
 

Duke University 
Georgetown University 
Johns Hopkins University 
University of California, Irvine 
University of Pennsylvania  
 

Accrual 
 

658 at study completion  
 
  

 
 
 


