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Patient  Diagnosed: Shock & Fear 

Very Complicated Legal Form 

Few Graphic Handouts 

Incomplete Staff Training  

Not Enough Time Cultural Disparities 

Minorities Under Represented 

The  PERFECT  STORM 



Patient  Diagnosed: Shock & Fear 

Better Utilization of Time 

The  PERFECT  STORM 

Graphic Handouts     

Fewer Cultural 
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More Minorities  Represented 







Less Complicated Legal Form 

Better Staff Training  



38% not  
referred  
to clinical  
trial by  

physician 

56% not  
eligible  

for clinical  
trial 

49% not  
willing to  

sign  
consent  
form 

276  
patients  
seen by  

physicians 

14%  
accrual  
rate (39  
patients  
enrolled) 

38% not  
referred  
to clinical  
trial by  

physician 

56% not  
eligible  

for clinical  
trial 

49% not  
willing to  

sign  
consent  
form 

276  
patients  
seen by  

physicians 

14%  
accrual  
rate (39  
patients  
enrolled) 

Illustrative data from Lara, P.N., Jr., et al., Prospective evaluation of cancer 
clinical trial accrual patterns: identifying potential barriers to enrollment. J 
Clin Oncol, 2001. 19(6): p. 1728-33. 
Courtesy of Jeff Belkora, PhD  UCSF Breast Center of Excellence  



67%  
of those polled had 

< 6 hours  
of  psychosocial 
training   



Slides courtesy of A.P. 



  Patients will have recently received a cancer 
diagnosis. 

They may experience the following emotions: 

 Shock              Denial         Discouragement  
 Fear       Despondency   Hypersensitivity 
 Anger       Defeat    Stoicism 
 Overload       Betrayal    Loss of control 

You will need to communicate new, complicated 
information through this maze of emotions & individual 
learning styles 
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Slide developed by Jeff Belkora, PhD, UCSF and CISN 



Decisional Conflict (North American Nursing Diagnostic Association) 
    The uncertainty about which course of action to take when choice among 

competing actions involves risk, loss, regret or challenge to personal health. 

       Too much data, delivered too fast, too soon  

         OVERLOAD  is the starting point 





Each Patient Is Unique 





The Consent Form (ICD / PED) 



The Consent Form (ICD / PED) 
6-8 grade reading level 

¹ Hochhauser, M., IRB: Ethics & Human Research 25, no. 5 (2003):7-10 
² Kripalani, S., Texas Medicine, 91(8), 40-45 
³ Hilts, L. & Krilyk B. J. (1991). Write readable information to educate.  



¹ courtesy  of Ralph Kennedy 



Study Requirements are clear 

¹ CISN 



The Consent Form (ICD / PED) 
Other Options Are Clear 

¹ Hochhauser, M., “The Informed Consent Form: Document Development”, 
Drug Information Journal, 34 (4) 1309-1317 (2000) 
²  CISN 





 ¹ Adapted from:  Teachers Make The Difference by Susan Kovalik 



 ¹ Adapted from:  Teachers Make The Difference by Susan Kovalik 





Original Co-operative group 
Study Schema 
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FNA, core biopsy, or 
diagnostic mamogram 

Anthracycline based chemo  

Core Biopsies x 4 

(2 Frozen, 2 Parrafin), serum 
drawn 

2-4 days post start of chemo 

Core Biopsies x 4 

(2 Frozen, 2 Parrafin), 
serum drawn,  

and MRI 

MRI at 2 weeks post start of 
chemo  

Surgery 

Taxane therapy  

Surgery 

Tissue taken at time 
of surgery and MRI 

Core Biopsies x 4 

(2 Frozen, 2 Parrafin) 

2-4 days post start of taxane 
therapy 

MRI 



CISN Version  of  Study Schema 

Study timeline developed for UCSF  by Peggy Devine 



Example # 2 of Schema 
 Possible 
SURGERY 
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Study timeline developed for UCSF  by Peggy Devine 
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Resources 
•  Medical Matrix (www.medmatrix.org/index.asp) is a ranked, peer-

reviewed, annotated, updated guide and link to clinical resources. It 
links to (and reviews) patient education resources. 

•  Ohio State Un. Medical Center Health Information: 
     Provides links to over 1,400 Ohio State Un. Medical Center Patient 

Education materials. You must agree to the disclaimer statement to 
view the patient education home page.  

•  American Psychological Association. (1994). Publication 
manual of the American Psychological Association (4th ed.). 
Washington, DC: Author. 

•  Doak, C. C., Doak, L. G. & Root, J. H. (1996). Teaching 
patients with low literacy skills (2nd ed.). Philadelphia, PA: J.B. 
Lippincott Company. 



Resources 
•  Doak, L. G., Doak C. C. & Meade, C. D. (1996). Strategies to improve 

cancer education materials. Oncology Nursing Forum, 23 (8) 

•  Hilts, L. & Krilyk B. J. (1991). Write readable information to educate. 
Hamilton, Ontario: Chedoke-McMaster Hospitals and Hamilton Civic 
Hospitals. 

•  Kripalani, S. (1995, August). The write stuff: Simple guidelines can 
help you write and design effective patient education materials. Texas 
Medicine, 91(8) 

•  Rankin, S. H. & Stallings, K. D. (1996). Patient education: Issues, 
principles, practices (3rd ed.). Philadelphia, PA: J.B. Lippincott 
Company. 

•  Schrefer, S. (Ed.). (1995). Mosby’s patient teaching tips. St. Louis, MO: 
Mosby-Year Book, Inc. 

•   Hochhauser, M., IRB: Ethics & Human Research 25, no. 5 (2003):7-10 



Resources 

•  Hochhauser, M.,  “Applying Consumer Psychology to 
Subject Recruitment”, actmagazine.com 

•   F.R. Kardes and D.M. Sanbonmatsu, ”Ommision Neglect, 
the importance of Missing Information,” Skeptical Inquierer, 
27 (2) 42-46 (2003)  

•  Hochhauser, M., IRB: Ethics & Human Research 25, no. 5 
(2003):7-10  

•  Hochhauser, M., “The Informed Consent Form: Document 
Development”, Drug Information Journal, 34 (4) 1309-1317 
(2000) 



Thank You  
  Industry  
  The Summit Series on Clinical Trials  
  My collaborators   

•  Laura Esserman, MD, MBA, UCSF 
•  Paula H. Finestone, Ph.D. 
•  Jane Perlmutter, Ph.D. 
•  Jeff Belkora, PhD, UCSF 
•  Ralph Kennedy,  
•   SoCRA 
•  Mayo Clinic, Rochester 
•  ACRIN: RA Committee 
•  Advocate Reviewers 


