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Breast Cancer
Feasibility Survey

Dear Doctor       
Worldwide Clinical Trials is conducting a feasibility assessment regarding a steady state, two-treatment, two-period crossover study to evaluate the bioequivalence of a generic version of everolimus compared to the branded product. The study patient population is postmenopausal women with advanced hormone receptor-positive, HER2-negative breast cancer (advanced HR+ BC) in combination with exemestane after failure of treatment with letrozole or anastrozole. Although a detailed protocol synopsis is not available, key elements of the proposed study design are known, and we would appreciate your responses to questions that will inform our decisions regarding site selection.  
Please note that WCT has not yet been awarded this program, so that site recommendations would only be tentative at this juncture.  We are respectful of your time, and greatly appreciate your insights.  
Please kindly fax or e-mail the questionnaire back to us at the following:

Natalia Slyusar, fax number: +7 3842 454 673, e-mail address: Natalia.Slyusar@wwctrials.com
Also, you may use online form: https://www.surveymonkey.com/s/69DGPL6  

	General Information

	1. Principal investigator (title and name):
	Title:       First Name:               Last Name:      

	2. Contact person (title and name):
	Title:       First Name:               Last Name:      

	3. Clinical specialty:
	 FORMCHECKBOX 
Oncology
	

	4. 
	 FORMCHECKBOX 
 Other, please specify      

	5. Contact phone (with country code):
	+78129453318

	6. Fax number (with country code):
	+78137091286

	7. E-mail address:
	krasnojon@mail.ru

	8. Institution and department names:
	Leningrad Regional oncology center

	9. Country:
	Russia

	10. City
	Leningrad region

	11. Street address:
	Zaozernaya 2, pos. Kuzmolovsky Vsevolozhs distr.

	12. What would best describe the location  of your professional activity:
	 FORMCHECKBOX 
  Private Practice

 FORMCHECKBOX 
  University Clinic
	 FORMCHECKBOX 
  Research Center

 FORMCHECKBOX 
  Public Hospital

	13. 
	 FORMCHECKBOX 
  Other, specify      

	14. Pharmacy Contact Name:
	Title: Dr First Name: Dmitrii           Last Name: Krasnozhon

	15. Study drug shipping address (including country, city and street address):
	Zaozernaya 2, pos. Kuzmolovsky Vsevolozhs distr. 188663

	16. Phone number (with country code):
	+78129453318

	17. Fax number (with country code):
	+78137091286

	18. E-mail address:
	krasnojon@mail.ru

	19. If you are not interested in completing this questionnaire, please check the reason, as appropriate, and return this page
	 FORMCHECKBOX 
 I do not have a suitable patient population

 FORMCHECKBOX 
 I am not interested in clinical trials

 FORMCHECKBOX 
 I am not interested due to the study design 

Please specify:      
 FORMCHECKBOX 
 Other reason (e.g. competing study)

Please specify:       



	The Study Design

	· Design: steady state, two-treatment, two-period crossover study
· Patient population: 

· Postmenopausal women with advanced hormone receptor-positive, HER2-negative breast cancer (advanced HR+ BC)
· Failure of treatment with letrozole or anastrozole
· ECOG 0-2
· Study Groups: 2 cohorts randomized 1:1, treatment of everolimus plus examestane
· Cohort 1: treatment of the branded everolimus followed by the generic version of everolimus
· Cohort 2: treatment of the generic everolimus followed by the branded version of everolimus
· Study Periods: 
· Treatment: 2 weeks each (branded or generic everolimus) 

· Additional Follow-up: 30 days 

	Experience

	1. Do you have experience in conducting interventional randomized drug trials in advanced breast cancer? 
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

If yes, how many during the last five years:      

	2. How many trials in advanced breast cancer are ongoing at your site?
	 FORMCHECKBOX 
 0      FORMCHECKBOX 
1      FORMCHECKBOX 
  2       FORMCHECKBOX 
 3       FORMCHECKBOX 
 >3



	Patients

	3. How many postmenopausal women with advanced breast cancer do you manage per year? 
	#patients 1000 managed per year

	4. Do you routinely determine the ER/PR/HER2 status of your patients with breast cancer before treatment? 
	a. ER status;               FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
b. PR status;               FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

c. HER2 status;          FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

	5. What percentage of your patients with advanced breast cancer is estimated to be hormone receptor-positive, HER2-negative?

	% patient  50

	6. What is the standard of care first line treatment for your patients with advanced hormone receptor-positive, HER2-negative breast cancer?
	a. letrozole or anastrozole, 
% patient 20
b. examestane, 

% patient 20
c. tamoxifen or toremifene, 
% patient 60
d. other, please specify, % patient 

	7. How many patients with all of the following characteristics do you estimate you manage per year:

       a. post menopausal women with advanced breast cancer

       b. HR+, HER2-

       c. Resistance/refractory to letrozole or anastrozole  
	Number of patient per year 50

	8. What is the standard of care treatment for your advanced HR+ HER2- breast cancer patients who have failed either letrozole or anastrozole?
	a. examestane, 



% patient  80
b. fulvestrant, 



% patient  0
c. tamoxifen or toremifene, 

% patient 20
d. examestane plus everolimus, 

% patient 0
e. other, please specify, 


% patient 0

	Metrics of Enrollment

	9. Based on the Bolero-2 study, the FDA and EMA has recently approved everolimus for postmenopausal women with advanced hormone receptor-positive, HER2-negative breast cancer in combination with exemestane after failure of treatment with letrozole or anastrozole. 
a. For your patients with advanced hormone receptor-positive, HER2-negative breast cancer who are already receiving stable treatment of everolimus after failure of treatment with letrozole or anastrozole, would you be willing to enroll them in this study and put them on generic everolimus treatment (daily treatment for 2 weeks, no dose interruption)?

b. For your patients with advanced hormone receptor-positive, HER2-negative breast cancer (advanced HR+ BC) who have failed treatment with letrozole or anastrozole and have not received everolimus treatment, would you be willing to enroll them in this study and put them on everolimus treatment (generic and branded)?


	Yes  FORMCHECKBOX _
    No  FORMCHECKBOX _
    
Yes  FORMCHECKBOX _
    No  FORMCHECKBOX _
    


	a. If “Yes”, considering your staff resource and competing studies, how many patients meeting the key inclusion criteria do you expect that you can randomize per month starting in Q1 2013? 
	a. # patients  randomized per month who are already receiving everolimus  4
b. b. # patients  randomized per month who have not started everolimus  4

	10. What do you expect to be the screen failure rate for the study?
	Screen failure rate 

% 10

	11. Is it necessary to provide everolimus for compassionate use after the 1 month treatment period in this study? 
	Yes  FORMCHECKBOX _
    No  FORMCHECKBOX _
    


	12. Can you perform 24 hour PK sampling on two days for this study?
	Yes  FORMCHECKBOX _
    No  FORMCHECKBOX _
    


	13. Do you foresee any issues with shipping the PK samples to a central laboratory (possibly out of the country)?
	Yes  FORMCHECKBOX _
    No  FORMCHECKBOX _
    
If yes, please explain:



	14. On a scale of 1 (least likely) to 5 (most likely), what is the likelihood of your local EC approving this protocol? 
	1  FORMCHECKBOX _
;   2  FORMCHECKBOX _
; 3  FORMCHECKBOX _
;  4  FORMCHECKBOX _
; 5  FORMCHECKBOX _


	15. On a scale of 1 (not a problem) to 5 (big problem), what do you think would be the most challenging factors for conducting this study at your site?

	Please rate these potential challenging factors:
	1=not a problem - 5=big problem

	a. 
	1
	2
	3
	4
	5

	a. Resistance to Letrozole/anastrozole
	 FORMCHECKBOX _

	 FORMCHECKBOX _

	 FORMCHECKBOX _

	 FORMCHECKBOX _

	 FORMCHECKBOX _


	b. Requirement of HR+/HER2- status
	 FORMCHECKBOX _

	 FORMCHECKBOX _

	 FORMCHECKBOX _

	 FORMCHECKBOX _

	 FORMCHECKBOX _


	c. Patient’s willingness to switch to a generic version of everolimus
	 FORMCHECKBOX _

	 FORMCHECKBOX _

	 FORMCHECKBOX _

	 FORMCHECKBOX _

	 FORMCHECKBOX _


	d. Other, please specify      
	 FORMCHECKBOX _

	 FORMCHECKBOX _

	 FORMCHECKBOX _

	 FORMCHECKBOX _

	 FORMCHECKBOX _


	Investigator’s Consent for WCT Investigator Database

	Please be informed that information you provide on this feasibility questionnaire, including your personal details, will be held, with your consent, electronically on an Investigator Database and will be processed by WCT. The information may also be held in hard copy form. This data will be used to assist WCT in making decisions regarding the feasibility of conducting clinical trials at your site. WCT maintains this data for the purposes of matching future research opportunities against potential investigators.  

Do you consent to the processing (including the collection, use, disclosure and transfer) of your personal information for the purposes summarized above and to having your details included/updated on the WCT Investigator Database?

	Yes, I consent   FORMCHECKBOX ____
 

No, I do not consent   FORMCHECKBOX _______



Please return the completed questionnaire by August 24 by fax or e-mail to: 

Natalia Slyusar:   
E-Mail: Natalia.Slyusar@wwctrials.com    
Fax: +7 3842 454 673
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