ILS 06-213 Investigator Agreement

Whereas Investigator Location Services, Inc. (“ILS”), Newport Beach, CA has identified a potential clinical research opportunity, Endometriosis Pain study (“Study”), being conducted by a research sponsor or CRO (“Sponsor”) and

Whereas __________________________M.D. (“Investigator”) has expressed interest in reviewing the protocol and potentially conducting said Study, ILS and Investigator agree to the following:

1. ILS will submit Investigators credentials to the Sponsor of the Study.  

2. Sponsor will submit protocol to Investigator.  ILS makes no guarantee that Sponsor will use Investigator.

3. Investigator will make a final determination on proceeding with the Study.  If you do not accept the study, you owe nothing to ILS.   

4. If Sponsor does use Investigator for the Study, Investigator agrees to pay ILS in Orange County, California the amount of $1,080 (“Marketing Fee”).  
5. The full amount of the Marketing Fee shall be due and payable upon the Investigator’s receipt of any funds or the clinical supplies sufficient to commence patient recruitment, whichever comes first. Unpaid balances after 30 days shall accrue compound monthly interest at the rate of 1.5%.     

6. If the Study is cancelled for reasons other than Investigator’s performance on Study and prior to Investigator earning any funds from Sponsor, ILS will refund the Marketing Fee within 30 days notice of same from Investigator.     

7. Except for the condition described in Number 6 above, the Marketing Fee shall be considered earned by ILS and therefore nonrefundable regardless of Investigator’s subsequent performance and compensation received from Sponsor of the Study.
8. No Marketing Fee is owed to ILS for extensions of the current study or any future studies sent directly to the Investigator by the sponsor or CRO.     

9. This Agreement shall remain in full force and effect for as long as Sponsor takes to select Investigators for this Study. 

Investigator agrees to hold harmless ILS from and against any and all losses, claims, damages, liabilities and costs (including costs of defense and attorney’s fees) arising from Investigators performance of the Study.  Investigator also agrees to hold harmless ILS from and against any and all losses, claims, damages, liabilities and costs (including costs of defense and attorney’s fees) arising from any subsequent cancellation of the Study.    

This Agreement constitutes the entire agreement between Investigator and ILS with regard to the subject matter hereof.  Any modification or amendment of any provision of this Agreement must be in writing and signed by Investigator and ILS.  The failure of either party to require the performance of any term of this Agreement, or the waiver by either party of any breach of this Agreement, shall not prevent a subsequent enforcement of such term or be deemed a waiver of any subsequent breach.  If either party becomes involved in litigation arising from this Agreement or the performance of it, the court in such litigation or in a separate suit shall award reasonable costs and expenses of litigation, including attorney's fees, to the prevailing party or parties. 

This Agreement shall inure to the benefit of Investigator and ILS and all successors and assigns.  This Agreement shall be construed in accordance with, and governed by, the laws of the State of California.  Any litigation to enforce the terms of this Agreement shall be brought in Orange County, California, and subject the parties to the jurisdiction of the State of California regardless of the location of Investigator’s residence or office.

Agreed to this date of ___________, 2006 by  __________________________ M.D. 







               Investigator Name (Print)

_____________________________  Phone_____________________________

Investigator Signature

Fax __________________________ Email______________________________

Address________________________________________City_______________ 

State _______ Zip Code _______

PLEASE FAX SIGNED AGREEMENT & SITE QUESTIONNAIRE TO (413) 410-0120

EMAIL INVESTIGATOR CV TO  ksaavedra@invlocate.com (please indicate ILS Project 06 213 in Subject of email)

Site Questionnaire ILS 06-213 Endometriosis Pain Study                          

(Please Print Legibly) 

Investigator Name:

Facility Name:  

Address:

City: 





State: 


Zip Code:

Phone:





Fax:


Email:



SITE EXPERIENCE:
1. How many years of experience does your site have in clinical research? ________________
2. Does your site have experience in endometriosis clinical research?    ( Yes    ( No

· If yes, how many years of experience? ________    # studies conducted? ___________

· Did your site meet/exceed the required enrollment?   ( Yes    ( No


· If no, please explain: _______________________________________________________________________

· What is the average number of subjects you enrolled per study? ___________________

· What barriers for enrollment has your site experienced in past studies?

_____________________________________________________________________

          _____________________________________________________________________

3. Is your site currently involved in any other endometriosis studies?  ( Yes   ( No

· If yes, what specific types of endometriosis studies &/or what types of patients are you looking for (that would compete with this trial)?  ________________________________

_______________________________________________________________________

· When is the study(ies) scheduled to end?  _____________________________________
4. Do you have experience with the Biberoglu and Behrman Symptom Scoring (BBSS)?            ( Yes ( No

5. Has your site, or any investigators at your site, ever been audited by the FDA?  ( Yes ( No
· If yes, were any FDA 483s issued?  ( Yes*  ( No  (*if yes, please attach the 483)
6. What is your closest airport?  __________________ 
How far from your site is it?  ______

SITE & STUDY STAFF:
1. Are you OB/GYN Board Certified?  ( Yes  ( No
2. Please specify what type of facility you are considered:
( Single Private Practice

( Group Practice

( Research Clinic/Center

( SMO: __________________________
( Other: __________________________

If group practice, how many physicians are in your group? ___________
3. What is the estimated # of patients followed by the PI? _______ By the practice? ________
4. What percentage of your practice is devoted to research? ______________
5. How many locations do you have? ____________
6. How many exam rooms do you have? _________
7. Does your site have a locked, temperature-controlled drug storage area with limited access?
        ( Yes  ( No
8. Do you maintain a daily temperature log in your drug room?
( Yes  ( No

9. Are your medical records readily available?   ( Yes  ( No



10. Do you use electronic records?
( Yes  ( No





If yes, is the system validated and CFR Part 11 compliant?  ( Yes  ( No

11. Will the PI and coordinator have adequate time to devote to this study?  ( Yes  ( No

12. How many clinical studies will the Principal Investigator be conducting or be directly responsible for during the next year?  _____________
13. How many sub-investigators are on staff? _________   How many would be assigned to this study? _______
14. How many clinical studies will the lead coordinator/study nurse for this study be conducting or be directly responsible for during the next year?  _____________

· How many study coordinators do you have? ________________________________

· Study coordinators’ degrees/certifications: __________________________________

· Study coordinators’ years of experience in clinical research: ____________________

· Study coordinators’ years of employment with your group: _____________________

· Study coordinators’ employment status:
( Full Time
( Part Time

· Will back up coordinators be designated for this study?
( Yes  ( No

· Are your study coordinators located on-site?
     ( Yes  ( No
ENDOMETRIOSIS PATIENT INFORMATION:

1. How many patients do you currently see and/or treat with endometriosis that has been laparoscopically confirmed?  _________

2. Approximately what percentage of your practice is endometriosis related? ___________

3. Of your current endometriosis patients, what percentage use any of the following to treat endometriosis or the pain associated with it:

· __________  Oral Danazol

· __________  Lupron

· __________  Oral Contraceptives

· __________  Pain medication management

· __________  Other (Specify treatment and percentage):  _________________
4. On average, how many new patients with an endometriosis diagnosis does your site see during a 1-month period?  ________________
5. How many patients do you feel could be eligible and willing to participate in a study with a 6-month treatment period and a follow-up period with the possibility of lasting 12 months: __________

· Of the patients that you currently treat in your practice that are taking any of the above endometriosis medications, what percentage would be willing to go through an appropriate washout of their current therapy in order to participate in a study?________

· Do you anticipate that a study including a placebo arm would be difficult to enroll at your sites (if they had a ~1/3 chance of receiving placebo)?  ( Yes  ( No

6. How many patients would you anticipate enrolling in a 6-9 month competitive enrollment period? ___________
ENDOMETRIAL BIOPSY & PK SUB STUDIES:
1. Would your site be interested in participating in the pK substudy (one pK sample would be collected at three visits)?   ( Yes*  ( No  *If YES, please complete the below questions:

· Does your site have a freezer capable of storing pK samples at a temperature of

-20 or -70 degrees?

( Yes  ( No
· Does the freezer have back up power or a generator?  ( Yes  ( No
· Is a daily temperature log maintained for this freezer?  ( Yes  ( No
If no, would you be willing to maintain a daily temperature log?  ( Yes  ( No
· Does your site have IATA certification to ship samples on dry ice?
( Yes  ( No
2. Is your site capable of performing endometrial biopsies; and if so, would you be interested in participating in the endometrial biopsy substudy (2 biopsies would be required / patient)?   ( Yes  ( No

RECRUITMENT METHODS:
1. What tools have you successfully used for subject recruitment?

(  Brochures, Flyers

(  Radio

(  Newspaper

(  Internet


( Television

(  Physician referrals

(  Other __________________________________
2. Do you anticipate needing to advertise to recruit subjects for an endometriosis study?

     ___________________________________________________________________________

     ___________________________________________________________________________

3. Have you utilized central advertising in the past?
( Yes  ( No

· If yes, did you find the central advertising useful?  
( Yes  ( No
· Can you provide feedback on your experience with central recruitment: _____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

REGULATORY INFORMATION:
· Is your site capable of using a central IRB?
  ( Yes  ( No

· How long would your site need to prepare the initial regulatory submission documents?  ____________________

· Please provide the following information that would be needed to execute a Confidentiality Disclosure Agreement:

Contact Name:  ________________________    Contact Number:  _________________

Site Name:  _____________________________________________________________

Site Address:  ____________________________________________________________

                    ____________________________________________________________

Authorized Signatory Name:  _____________________ Title:  _____________________

TECHNICAL INFORMATION:
Does your site have internet access available for the study staff?
( Yes  ( No

Does your site have access to an analog phone line?

( Yes  ( No




Have you or your site ever used e-diaries? 
( Yes  ( No





If yes, are you comfortable with them?
( Yes  ( No





PAST ENROLLMENT INFORMATION:

Please provide available enrollment data on previous studies in this therapeutic area:
	Therapeutic Area / Indication
	Phase         & Year
	Enrollment Goal
	No. 

Screened
	No.

Enrolled
	No. Completed
	No.

Months

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


CRC Name:

No. years of research experience:
       % of time in research:


Phone:





Fax:

Email:
PLEASE FAX SIGNED AGREEMENT & SITE QUESTIONNAIRE TO (413) 410-0120

EMAIL INVESTIGATOR CV TO ksaavedra@invlocate.com (please indicate ILS Project 06-213 in Subject of email) 
