[image: image1.jpg]|

Pharmatech
X—ONCOLOGY






[image: image1.jpg]
Site Information

PRIMARY SITE INFORMATION




    Date Completed:      
(Complete an Attachment A for each additional site where research activities may be conducted)
Site Name:      
DBA:      
Street Address:      
City:           State:           Zip:      
Office Phone: (     )          Office Fax: (     )          Emergency Phone: (     )          Office Email:           Website:      
Site Type:
 FORMCHECKBOX 
 Private

 FORMCHECKBOX 
 Academic/University

 FORMCHECKBOX 
 Hospital



 FORMCHECKBOX 
 VA/Military

 FORMCHECKBOX 
 Other:       
Do you contract with another company (SMO, etc.) to conduct clinical trials?  FORMCHECKBOX 
Yes   FORMCHECKBOX 
No
If YES - Do all Clinical Study Opportunities need to be sent there first?     
   
    FORMCHECKBOX 
Yes   FORMCHECKBOX 
No
Company Name:      
Contact Name:      
Title:      
Address:      
City:           State:           Zip:      
Phone: (     )     ext.          Fax: (     )          Cell Phone: (     )          Email:           Website:      
If NO – Who should Clinical Study Opportunities be sent to?
Company Name:      
Contact Name:      
Title:      
Address:      
City:           State:           Zip:      
Phone: (     )     ext.          Fax: (     )          Cell Phone: (     )          Email:      
Study contracts are written between Pharmatech and/or Sponsor and whom?

     
Address where contracts should be sent:      
Attention:      
City:          State:            Zip:      
Phone: (     )     ext.          Fax: (     )          

Payments should be made to (include a W-9 with taxpayer ID):

Payable to:      
Address where payments should be sent:      
Attention:      
City:          State:            Zip:      
Phone: (     )     ext.          Fax: (     )          
Can you use a Central IRB?   
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
If NO:

Local IRB Name:      
Local IRB Contact Person:           IRB Phone: (     )     
Local IRB email:      


Local IRB address:       

What is your Local IRB schedule (when do they meet)?      
What is the submission deadline?      
How long does it take your Local IRB to approve studies?      
Is it possible for this IRB to provide waivers to a Central IRB?  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
Is study drug shipped to your primary site and then distributed to additional sites?
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
 FORMCHECKBOX 
 N/A – no additional sites
      FORMCHECKBOX 
 Other (specify):      
CURRENT RESEARCH ACTIVITIES

How many studies are currently being conducted at this site?      
How many patients are currently enrolled in research studies at this site?      
What areas of research are you particularly interested in? 
     
What phases/types of trials are you interested in:  
 FORMCHECKBOX 
 Phase I
 FORMCHECKBOX 
 Phase II
 FORMCHECKBOX 
 Phase III

 FORMCHECKBOX 
 Phase IV
 FORMCHECKBOX 
 Investigator Generated
  FORMCHECKBOX 
 Cooperative/Group
PRIMARY SITE RESEARCH AND ADMINISTRATIVE PERSONNEL
Please make copies of this page and complete as necessary. (DO NOT use for Investigators and Sub-Investigators – Complete an Attachment B for each Investigator and Sub-Investigator)
NOTE: Any personnel listed here who will be conducting Informed Consent of Patients must provide a current signed and dated CV plus license (if licensed).
Type:  FORMCHECKBOX 
 Coordinator      FORMCHECKBOX 
 Data Manager        FORMCHECKBOX 
 Administrator       FORMCHECKBOX 
 Contracts      FORMCHECKBOX 
 Finance

            FORMCHECKBOX 
 Other:       
Last Name:          First Name:          Middle Initial:      
Position Title:          FORMCHECKBOX 
 Full Time      FORMCHECKBOX 
 Part Time
If Part time, normal schedule:      
Degrees/Licenses/Certifications/Specialties (please provide documentation):      
Research Training (i.e. GCP, NIH, etc. – please provide documentation):      
Research Experience (i.e. areas, years):      
Will be conducting Informed Consent of Patients:   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

Office Address:      
City:           State:           Zip:      
Office Phone: (     )     ext.          Office Fax: (     )          Cell Phone: (     )          Email:      
Type:  FORMCHECKBOX 
 Coordinator      FORMCHECKBOX 
 Data Manager        FORMCHECKBOX 
 Administrator       FORMCHECKBOX 
 Contracts      FORMCHECKBOX 
 Finance

            FORMCHECKBOX 
 Other:       
Last Name:          First Name:          Middle Initial:      
Position Title:        FORMCHECKBOX 
 Full Time    FORMCHECKBOX 
 Part Time
If Part time, normal schedule:      
Degrees/Licenses/Certifications/Specialties (please provide documentation):      
Research Training (i.e. GCP, NIH, etc. – please provide documentation):      
Research Experience (i.e. areas, years):      
Will be conducting Informed Consent of Patients:   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

Office Address:      
City:           State:           Zip:      
Office Phone: (     )     ext.          Office Fax: (     )          Cell Phone: (     )          Email:      
PRIMARY SITE ESTIMATED PATIENT POPULATION
Number of patients currently followed:           Number of NEW patients per year:                

What is the approximate demographic population of your community? Please fill in all blanks below with percentage values

	Adult:      %
	Pediatric:      %
	Male:      %
	Female:      %

	Age 0-17:      %
	Age 18-64:      %
	Age 65+:      %
	

	Caucasian:      %
	African-American:      %
	Asian:      %
	Hispanic:      %

	Pacific Islander:      %
	Middle Eastern:      %
	Native American:      %
	Other:      %



Approximate number of patients with each cancer diagnosis:
	Breast:      
	Brain:      
	Kidney:      
	Pancreatic:      

	Prostate:      
	Bladder:      
	Testicular:      
	Melanoma:      

	Lung:      
	Ovarian:      
	Liver:      
	Lymphoma:      

	Colon:      
	Rectal:      
	Stomach:      
	Myeloma:      

	Uterine:      
	Thyroid:      
	Sarcoma:      
	Leukemia:      

	Bone:      
	Throat      
	Other:      
	


PRIMARY SITE PATIENT CONFIDENTIALITY
What precautions are used to maintain confidentiality of Protected Health Information (PHI)?

 FORMCHECKBOX 
 Paper-based records are stored in secured location

 FORMCHECKBOX 
 Secure, password protected, HIPAA and Part 11 compliant computer-based files are used
 FORMCHECKBOX 
 Prior to access of PHI, personnel sign confidentiality statements agreeing to protect PHI

 FORMCHECKBOX 
 PHI identifiers are removed/obliterated from study-related information

 FORMCHECKBOX 
 Personnel receive documented HIPAA training

 FORMCHECKBOX 
 Other (specify):      
PRIMARY SITE EMERGENCY CAPABILITIES
Is the PI and or research staff available to participants on a 24-hour basis?  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
Nearest Hospital Name:      
Address:      
City:          State:           Zip:      
Distance from Site to Hospital:      
Name, address and distance to nearest emergency facility (if same as hospital, enter “same”): 
     
Is the primary site equipped to deal with emergencies?  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
What resources are available at this site to treat emergencies?

 FORMCHECKBOX 
 ACLS trained personnel


 FORMCHECKBOX 
 Emergency drugs & supplies to stabilize patient 

 FORMCHECKBOX 
 Crash cart




 FORMCHECKBOX 
 Emergency response team within facility
 FORMCHECKBOX 
 Other (specify):      
PRIMARY SITE STUDY PRE-SCREENING/RECRUITMENT METHODS
 FORMCHECKBOX 
 Billing Database

 FORMCHECKBOX 
 Patient Database

 FORMCHECKBOX 
 Electronic Medical Records


 FORMCHECKBOX 
 Tumor Boards

 FORMCHECKBOX 
 Manual Chart Reviews
 FORMCHECKBOX 
 Referrals

 FORMCHECKBOX 
 Advertising

 FORMCHECKBOX 
 Other (specify:      
PRIMARY ON-SITE FACILITIES
Check all that apply

 FORMCHECKBOX 
 Internet/Email access
 FORMCHECKBOX 
 Secure Investigational Drug Storage

 FORMCHECKBOX 
 Refrigerated Secure Investigational Drug Storage

 FORMCHECKBOX 
 Radiology:  FORMCHECKBOX 
 CT      FORMCHECKBOX 
 PET      FORMCHECKBOX 
 MRI     FORMCHECKBOX 
 X-Ray    FORMCHECKBOX 
 Other (specify):      
 FORMCHECKBOX 
 Freezer:  FORMCHECKBOX 
 -20      FORMCHECKBOX 
 -40      FORMCHECKBOX 
 -70/-80      FORMCHECKBOX 
 Other (specify):      
 FORMCHECKBOX 
 Pharmacy:  FORMCHECKBOX 
 PharmD      FORMCHECKBOX 
 Pharm Tech
 FORMCHECKBOX 
 Lab:  FORMCHECKBOX 
Tech     FORMCHECKBOX 
Centrifuge     FORMCHECKBOX 
Refrigerated Centrifuge      FORMCHECKBOX 
Other (specify):      
 FORMCHECKBOX 
 Patient facilities/staff for extended PK draws
 FORMCHECKBOX 
 Other (specify):      
Are there any State/local laws that you are aware of that might impact/influence the conduct of research?   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If yes, please explain:      
In the opinion of the PI, is the opinion of the community attitude towards research positive? 

 FORMCHECKBOX 
Yes       FORMCHECKBOX 
No
Please provide supporting documentation if available.
How do you plan to recruit patients for research?

 FORMCHECKBOX 
 Advertising      FORMCHECKBOX 
Referrals      FORMCHECKBOX 
Subject Database      FORMCHECKBOX 
PI Clinical practice

 FORMCHECKBOX 
Other:      
Will you enroll any non-English speaking patients? 
    FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If yes, what Informed Consent language translation(s) will you need?      
Please provide a detailed explanation of your consent process:       

PRIMARY SITE LABORATORIES
Please include copies of all current CLIA certificates and normal ranges for all laboratories used in conducting clinical research trials.  Lab normal ranges must be dated and include the name and address of the lab.
COMMENTS
Please list any additional information or comments below.

     
Site Profile Questionnaire
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