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250 yonge street, suite 1500, toronto, ont,  m5b 2l7
HEALTHPRO - ADVANCED MEDICAL TECHNOLOGY         
	Garth Huestis

Telephone
416-542-7351
Facsimile
416-542-7310
Email:       Garth.Huestis@cna.com
Internet:     www.cna.com


Advanced Medical Technology Dietary Supplement Application

This is an application for a CLAIMS MADE POLICY.  Should this application be accepted by the Company, coverage will apply to claims first made against the insured during the policy period.  No coverage will apply for claims first made against the insured after the end of the policy period unless the extended reporting period applies.  No coverage will apply for claims first made prior to the retroactive date shown in the declarations page of the policy.  The completion and submission of this application to the Company does not constitute a binder of insurance.  All questions must be answered.  If a question is not applicable, please answer “NA”.  If the answer to a question is none, state “None” or “0”.  If more space is required to answer a question completely, please provide a separate attachment and identify the question it responds to. 
Please check the appropriate block(s):
[  ]  Products/Completed Operations Liability
[  ]  Excess Products Liability
Applicant Information

	1.  Applicant:
	

	2.  Address:
	

	3.  Mailing Address:
	

	4.  Website Address/URL:
	

	5.  Locations:     

     (if other than above)                                                     
	

	6.  All Named Insureds:
	

	7.  Additional Insureds: 

     (explain relationship)
	


8.  If you have acquired any subsidiaries within the last 5 years, identify:

	Entity
	Date Acquired

	
	

	
	

	
	


9.  Named Insured is:

[  ] Individual     [  ] Partnership     [  ] Corporation     [  ] Joint Venture     [  ] Other (Describe)
	10.  How long has the Named Insured been in business?
	

	11.  Do you have a parent company?
	

	12.  Have you operated under another name?  (please give full details)
	

	13.  Projected U.S. revenues? 
	

	14.  a)  Projected foreign revenues?
       b)  Projected Canadian revenues?
	

	15.  Revenues for current year? 
	

	16.  Revenues from previous year?                    
	


17.  Product/Service Profile:  Fill in all that apply
Percentage of Total Sales:
Manufacturing:









--convert raw materials into bulk powders




______%

--convert raw materials into bulk finished product, e.g., capsules, liquids etc.
______%

--resell bulk powders from domestic/foreign countries:



______%

--resell raw materials (plants, e.g.) from domestic/foreign countries.


______%


Distributing:

--sell bulk powders under own (or subsidiary) label



______%

--sell bulk powders under other company label




______%




--externally formulated




______%





--internally formulated




______%

--sell finished products under own company (or subsidiary) label:


______%




--externally formulated




______%




--internally formulated




______%

--sell finished products under other company label




______%




--externally formulated




______%




--internally formulated




______%
Other (please explain):_______________________________________________________________________
__________________________________________________________________________________________
____________________________________________________________________________
________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
__________________________________________________________________________________________
__________________________________________________________________________________________
__________________________________________________________________________________________
18.  Do you have any past, present, or planned association with the any of the following: 

Androstenedione, Ephedrine, Phenylpropanolamine (PPA), Aristolochic Acid, St. John’s Wort, Butanediol, Gamma Butyrolactone, Stephania, Magnolia, Colloidal Silver, Chaparral, Gamma Hydroxybutyric Acid (GHB), Chomper, Germander, Comfrey, Borage, Germanium, Tiratricol (3, 5, 3-triodothyroacetic acid), Creatine, DHEA (dehydroepiandrosterone), Jin Bu Huan, Willow Bark, Lobelia, Senna, Aloe, Rhubarb root, Buckthorn, Cascara Segrada, Castor oil, Synephrine containing ingredients, Pennyroyal Oil, L-Tryptophan, 5-HTP, Melatonin, Kava, Tetrahydrogestrinone (THG), Chromium Picolinate, Yohimbe, Aphrodisiacs, Phytoestrogens, Steroids or any anabolic hormones, Glandular Extracts. (If yes, please explain) ___________________________________________________________________________________
__________________________________________________________________________________________

____________________________________________________________________________

____________________________________________________________________________________________________________________________________________________________________________________________________________________________________
____________________________________________________________________________
	19.  List new products expected to be 

       introduced:
	

	20.  List any discontinued products: (Please     

        indicate reason)
	

	21.  Any products manufactured

outside the U.S.?  If yes, does facility meet FDA Food GMP standards/ISO 9000? Which countries?       
	

	22.  If using a contract manufacturer, or internally manufacturing within the U.S, does the facility meet FDA Food GMP standards and/or GMP certification from another entity? ISO certification? Please explain.       
	

	23.  What methods do you use to for validation of product content, strength, etc.?  In-house?  Independent contractor?
	

	24.  Do you require Certificates of Insurance 

       from your suppliers and/or sub-contractors?  What limits do you require?
	

	25.  Do you obtain hold harmless agreements?
	

	26.  Do you make health claims regarding your products?  Are these claims on the label?  On separate literature?  Infomercial?  Other?  
	

	27.  Do you have legal counsel review labels?
	

	28.  If sold in the US, do your labels state that “these statements have not been evaluated by the FDA.  This product is not intended to diagnose, treat, cure, or prevent any disease?”  If not, please explain. 
	

	29.  Do you offer professional services to others, 
       e.g. medical advice, laboratory formulations?


	


30.  Sponsored Product Trials:  If applicable.
	Product


	# New Subjects Over Next Policy Period

	Indications
	Country

	
	
	
	

	
	
	
	


31.  Regulatory

	To the best of your knowledge are you in compliance with FDA Regulations, FTC Health Canada, or foreign agency equivalent?
	

	Any product recalls in the past year?

(If yes, please submit details & recall status)
	

	Have any products or company practices been subject to an investigation by any government agency or trade organization?  (If yes, please explain)
	

	Any warning letters issued against you in the last 3 years? (if yes, please explain)
	


32.  Risk Management* 
	Loss Prevention/Control Program?  (if yes please name person in charge of program)
	

	Written Quality Control Program?
	

	Written Product Recall Plan?
	

	Written Records Retention Program?
	

	Written Standard Operating Procedures?
	

	Other (please explain)
	


*Attach copies of all written materials
33.  Loss History

*Total aggregate cost ( all losses including defense) for last five years
  Policy Period

   Insurer
 
        # of Claims

                Total Incurred

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


*Attach previous carrier loss runs

	Describe all incurred losses:
	

	Within past 12 months, have you received complaints from any of your customers regarding adverse reactions?  (if yes, indicate the number and the nature of each)
	

	Any known occurrence(s) not yet reported to the carrier?  (If yes, please submit details)
	


34.  Coverage History

    Policy Period                   Primary & Excess Limits                                   Carriers                        Retro Date

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


	Has your insurance ever been canceled or non-renewed by a carrier? (if yes, please explain) Missouri applicants need not reply.
	


35.  Primary Coverage:  If Primary coverage is being requested, please answer the following: 

	What limit of liability are you seeking? 
	

	What Deductible or SIR are you prepared to carry? (Please indicate type)
	


36.  Excess Coverage:  If excess coverage is being requested, please answer the following: 

	Who is the underlying carrier?
	

	What are the underlying limits? What is the Deductible or SIR?
	

	What are the Premium figures?
	

	What excess limit of liability are you seeking?
	


Please provide copies of underlying quote, binder and/or declaration page. 
37.  Please include the following with this application:


- Advertisements, brochures, descriptive literature, labels

- Most recent Annual Report/Audited Financial Statement or most recent 10K & 10Q


- Clinical trial protocols & informed consent documents (if necessary) 


- Senior staff curriculum vitae


- Outline of Quality Control Program, SOPs, Certificates (GMP, Inspections etc.)

- Sample service contracts & indemnification agreements


- Breakdown of product sales in dollars and percentages
Any person who knowingly and with intent to defraud any insurance company or other person files an application for insurance or statement of claim containing any materially false information or conceals for the purpose of misleading, information concerning any fact material thereto commits a fraudulent insurance act, which is a crime and subjects such person to criminal and civil penalties, including but not limited to fines, denial of insurance benefits, civil damages, criminal prosecution and confinement in state prison.

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.


The undersigned authorized officer of the applicant knows of no other relevant facts which might affect the Company’s judgment when considering this renewal application and warrants that the statements herein are true, and it is agreed that this renewal application shall be the basis of the renewal contract and shall be deemed incorporated therein should the Company evidence its acceptance of this renewal application by issuance of a renewal policy.  It is agreed that this renewal application shall be on file with the Company and that it shall be deemed to be attached to and made part of the renewal policy, if issued, as if physically attached to the renewal policy.

Signature:    __________________________________
Title:  __________________________________

Print Name:  __________________________________
Date:  __________________________________
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