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LIFE SCIENCES LIABILITY INSURANCE APPLICATION
SECTION I – GENERAL INFORMATION
1. Name of Insured:  
  FORMCHECKBOX 
 Corporation   FORMCHECKBOX 
 Partnership   FORMCHECKBOX 
 Individual    FORMCHECKBOX 
 LLC   FORMCHECKBOX 
 Joint Venture  FORMCHECKBOX 
 Other 


2. Physical Address:      

Mailing Address (if different from above):      
3. Contact Name:       



Title:      

Phone Number:      



Email Address:      
4. Website:      
5. Date Established:       
6. Parent Company (if any):       
7. Subsidiaries:

	Entity Name
	Activities
	Ownership %
	Date Acquired/Merged

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


8. Please check below the best description of operations:
 FORMCHECKBOX 
 Biotech / Pharmaceutical




 FORMCHECKBOX 
 Contract Manufacturing Organization 
 FORMCHECKBOX 
 Contract Research Organization

 FORMCHECKBOX 
 Dietary Supplemental


  FORMCHECKBOX 
 Medical Device



  FORMCHECKBOX 
 Other:      




      Provide a brief description of activities:



           



SECTION II: INSURANCE INFORMATION
9. Desired Policy Terms:
Coverage (check all that apply):
 FORMCHECKBOX 
 Products Liability
 FORMCHECKBOX 
 Clinical Trials



 FORMCHECKBOX 
 Professional Liability 
 FORMCHECKBOX 
General Liability (additional information may be required)


Effective Date:      
Limit of Liability:      
10. Current Insurance Information:

Policy period:      
Limits:      

Self Insured Retention:      
Retroactive date:      
Premium:      
11. Has any insurance company cancelled or refused to renew your product or general liability Insurance? If yes please explain.  FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes                     
12. Do you have knowledge of any facts or circumstances that might reasonably be expected to rise to a claim or legal proceeding against your, or against any of your executive officers, directors, employees, parents, subsidiaries, or affiliated organizations, arising out of your products or your completed work? 
  FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes       
13. Please attach five years of detailed loss runs for products and completed work liability for your and your executive officers, directors, employees, parents, subsidiaries or affiliated organizations.  
 FORMCHECKBOX 
 Check here if none
SECTION III – PRODUCT INFORMATION
14. Projected revenues for the next 12 months in USD:

	United States
	$     

	Canada
	$     

	UK/Ireland/Australia
	$     

	Rest of World
	$     


15. Please provide the percentage of projected revenue by source: 
	Medical Devices
	       %
	Diagnostic kits
	       %

	Contract Manufacturing
	       %
	Drug delivery devices
	       %

	Distribution
	       %
	Equipment Rental
	       %

	Software/Information Services
	       %
	Hospital products/ supplies
	       %

	Royalties/Licensing Fees
	       %
	Imaging devices
	       %

	Installation/Service or Repair
	       %
	Lasers
	       %

	Pharmaceutical
	       %
	Monitoring equipment
	       %

	Professional Services 
	       %
	Surgical devices
	       %

	Analytical instrument
	       %
	Therapy/rehab equipment
	       %

	Anesthesia/respiratory
	       %
	Ethical/prescriptive
	       %

	Cardiac/ cardiovascular
	       %
	OTC
	       %

	Dental instruments
	       %
	Other:
	       %


16. Total revenues for the past three years:
	Year 20     : 
	$     

	Year 20     : 
	$     

	Year 20     : 
	$     

	17. Provide description all products (include a description of your major product lines or services, location of distribution or manufacturing of others’ products, etc.).  Attach any brochures, warning labels, etc. 
	     

	18. Do you have any new products that are expected to be introduced or marketed in the next 12 months? If yes, please list.
	 FORMCHECKBOX 
 Yes                 FORMCHECKBOX 
 No
     

	19. Have any products been discontinued in the past three years?  If yes, please list and explain.
	 FORMCHECKBOX 
 Yes                 FORMCHECKBOX 
 No
     

	20. List products that are manufactured for other companies to sale under their label:
	     

	21. List products that are manufactured by other companies for sale under your label:

Do you require certificates of insurance from those manufacturers?

      List your manufacturers:
	     
 FORMCHECKBOX 
 Yes                 FORMCHECKBOX 
 No
     

	22. Products which you make which are components of others final product:
	     

	23. Products you sell or components in your products which are imported from a foreign supplier (list foreign country):
	     

	24. Products specifically excluded from current coverage:
	     


SECTION IV– CLINICAL TRIALS 
25. Number of trials in the last three years:      
26. Number of enrolled human patients in last three years:      
27. Have any trials been discontinued or suspended?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No. If yes, please explain.      
28. Have you complied with all state regulations regarding human clinical trials?  FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No
29. Have any clinical trials been approved by an IRB or Ethics Committee that we previously rejected by a different IRB or Ethics Committee?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No. If yes, please explain:      
PLEASE COMPLETE SUPPLEMENTAL CLINICAL TRIAL WORKSHEET AND ATTACH 

PROTOCOLS AND INFORMED CONSENTS FOR EACH TRIAL IF COVERAGE IS REQUIRED.
SECTION V - REGULATORY

	30. Have any products been removed or recalled from the market in the past year?  
 
	  FORMCHECKBOX 
 Yes                 FORMCHECKBOX 
 No
If yes, please specify the following: 

 FORMCHECKBOX 
Voluntary         FORMCHECKBOX 
 Mandatory
 FORMCHECKBOX 
Class I              FORMCHECKBOX 
Class II             FORMCHECKBOX 
 Class III
Date(s) of Recall:      
Reason:      


	31. Are you planning or contemplating any product recall(s) at this time? If so, please elaborate: 
	 FORMCHECKBOX 
 Yes                 FORMCHECKBOX 
 No
     

	32. Do you have a written plan for product recalls? 
	 FORMCHECKBOX 
 Yes               FORMCHECKBOX 
 No
     

	33. To the best of your knowledge are you in compliance with FDA Regulations or foreign agency equivalent?
	 FORMCHECKBOX 
 Yes                 FORMCHECKBOX 
 No
     

	34. Have any adverse events been filed with the FDA in the past 12 months? 

If yes, please provide detailed listing of each: 
	 FORMCHECKBOX 
 Yes                 FORMCHECKBOX 
 No
     

	35. Have you received any warning letters from the FDA, FTC or any other equivalent agency?  If yes, please provide copy. 
	 FORMCHECKBOX 
 Yes                 FORMCHECKBOX 
 No
     

	36. Has the FDA inspected your facilities in the last year? If yes, please submit a copy of Form 483 and your response. 
	 FORMCHECKBOX 
 Yes                 FORMCHECKBOX 
 No
     

	37. In the past 5 years, have there been any MDR’s or AER’s filed?  If yes, please provide details of each.
	 FORMCHECKBOX 
 Yes                 FORMCHECKBOX 
 No
     

	38. Do you have a loss prevention program in place? If yes, please provide name, title and phone number of person in charge of this program: 
	 FORMCHECKBOX 
 Yes                 FORMCHECKBOX 
 No
     

	39. Do you advertise your product directly to consumers/patients? If yes, please advise what media type you use.
	 FORMCHECKBOX 
 Yes                 FORMCHECKBOX 
 No
     

	40. Do you have a record retention policy for production records? If yes, for how many years do you retain records? 
	 FORMCHECKBOX 
 Yes                 FORMCHECKBOX 
 No
     


Please include the following with this application:

· Clinical Trial Supplement if coverage is desired, along with protocols  & informed consent documents for each trial
· Most recent Annual Report/Audited Financial Statement

· Senior staff curriculum vitae/biographies
· Outline of Quality Control Program

· Advertisements, brochures, descriptive literature

· Sample service contracts & indemnification agreements

	The undersigned authorized officer of the applicant warrants that the statements herein are true, and acknowledges that this company is relying on the accuracy of such information in determining eligibility and qualification for insurance. 
Completing and signing this application does not bind coverage. Coverage will not be bound, nor will a policy be issued until the applicant signifies acceptance of the company’s premium quotation. 


	Signature: 
	Title:      

	Print Name:      
	Email:      

	Date:      
	

	Please return your signed application using one of the following: 

E-mail: lifesciences@howdenbrokers.com
Fax: 410-486-2998

Mail: Howden Insurance Brokers, Inc.

 37 Walker Avenue, Suite 200
 Baltimore, MD 21208 


PLEASE NOTE THAT A SEPARATE APPLICATION FORM MAY BE REQUIRED 
BY THE INURANCE COMPANY WITH WHICH COVERAGE IS PLACED PRIOR TO BINDING.

