The St Paul

TECHNOLOGY MEDICAL DEVICES - BIOTECHNOLOGY
Products & Completed Operations Application

IMPORTANT NOTE: Products written on a claims-made basis. The retroactive date for your claims-made coverage is the
first effective date of coverage with The St. Paul, unless we mutually agree on a different date.

St. Paul Health Sciences recognizes that companies must focus on quality to compete on a global basis. This application will allow
us to make the right decision regarding your insurance. If additional space is needed to address the questions listed in the application,
please attach on a separate sheet.

Note: If you are also involved in clinical trials, you will also need to complete a St Paul Clinical Trial application. If your products
involve pharmaceuticals, dietary or herbal supplements, latex products, implants, cardiovascular or neurological devices, please
discuss with the St. Paul Technology Underwriter before completing this application.

Please attach the following information about your product(s) and company:
» Loss History for the past 5 years (including number of claims, total open claims, total amount paid).
* MDR’s involving injuries or deaths
* Recalls
» Description of any incidents that might reasonably be expected to give rise to a claim not yet reported.
* Most recent FDA/ISO inspection report.
« FDA warning letters, 483s or other regulatory notification.

General Information

Named Insured Website Address Years in Business

Address (Street, City, State, Zip)

List Subsidiary Names or Associated Companies and Nature of Operations (including website addresses)

Describe any mergers or acquisitions and the products acquired within past five years (including a description of the products and the date acquired):

Did you assume the liability for these products?
O Yes 0O No If yes, please explain:

Present Coverage (If applicable)

0O Occurrence 0O Claims-Made 0O Current Retro Date: (if applicable)

Desired Limits of Coverage (Each claim or suit limit/total limit)

O $1,000,000/$1,000,000 O $1,000,000/$2,000,000 0O Other:

Desired Deductible(s) (Each claim or suit deductible)

O None O $10,000 O $25,000 O $50,000 © $100,000 O $250,000 O Other: Aggregate Deductible:
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Medical Device Manufacturing and Sales

1. Please provide the following information on each product “category” (i.e., scalpels, catheters, stents, etc.):

Domestic Sales: Product Category: Product Category: Product Category:

Current Year:

Projected Sales:

Units Sold:

FDA approved Class 1,111l

% Sales to:

Hospitals/MD’s:

Patients/Home:

Distributors/ Wholesalers:

International Sales: Product Category: Product Category: Product Category:

Current Year:

Projected Sales:

Units Sold:

FDA approved Class 1,111l

% Sales to:

Hospitals/MD’s:

Patients/Home:

Distributors/ Wholesalers:

2. Have you ever discontinued any ProOUCTS? ........oceiiiiiieiiiiieiieee ittt e e sre e e s nnreeeanee O Yes O No

If yes, please provide the date and reason for discontinuation:

3. Do your products contain component parts manufactured by others? ...........cccooiiiiiiii e, O Yes O No

If yes, please explain:

4. Do you import products Or COMPONENT PAITS? ....cciveiiiiiiieiiie et e et e s ninee s O Yes O No

If yes, please explain:

5. Do you subcontract any of your manufacturing (including sterilization) process to others? ...........cccccocveene O Yes O No

If yes, please describe your controls:
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Medical Device Manufacturing and Sales (continued)

6. Do others install your product? O Yes O No
If yes, do you:
O Supervise or furnish installation INSTIUCTIONS? .......eiiii it e e e e e e e enneeeaaeenn O Yes O No
O SigN-0ff 0N INSTAIALION? ...ttt oottt e e e ettt e e e e e ettt e e e e e asateeee s nnnseeaeeaannreeeaaenn O Yes O No
7. Are your products available for 18aSe OF FENT? ...t e e e e eneaeeeas O Yes O No

If yes, please explain:

8. Do you distribute any products other than what you manufaCturer? ............cccceeeiiiiiiieeeiiee e O Yes O No

If yes, please explain:

Quality Assurance Program/Instructions

1. Do you have a risk/quality management Program? ........oouieeiiieiiiie ettt O Yes O No

If yes, please provide the name and title of person:

2. Please describe (or attach) your QSIT (Quality System Inspectional Technique) process:

3. Please describe (or attach) the procedure for developing product instructions and warnings:

4. How long are your testing and quality control records retained?

5. Please describe the guarantees and/or warranties provided:

6. Please describe your certifications:.

7. Does legal counsel review your advertising materials and website content on an annual basis?................. O Yes O No
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Other Information

1. Do you use any external suppliers and/or contract manufaCturers? ..........ccccccceeeiiiiiiiee e O Yes O No

If yes, what limits and terms do you require in their certificates of insurance?

2. Do any of your employees or sub-contractors provide direct patient care?...........c.ccceevvvieeeeiiiiieee e O Yes O No

If yes, please explain:

3. Do you provide any service agreements for your ProdUCTES? .........cccuveiiiiiiiiieie e O Yes O No
If yes, do you have a formal:

O Documented preventative maintenance program for all products under a service contract? (l.e., device
id number, date of service, service provided, problems, service provider, etC.) ......cccccceeiviiiiiiieeiiiiiieeeen O Yes O No

O Mechanism to notify the customer prior to the service date and products to be serviced? ...................... O Yes O No

O Procedure to follow if the device requiring preventative maintenance is not available at the time of the
scheduled service (PIEAaSE AttACN)?..........cciiiiiiie e e e e e a e e e O Yes O No

O Do you audit your company’s compliance with the service agreements? ............cccooevvvveeeeeiiiiiieee e, O Yes O No

If no, please explain:

O Please attach a copy of your service agreement.

4. Do you provide ProdUCT traINING? ......eeeiiiiiiiie e e e e e e e et e e e e s et e e e e e asab e e e e e e sabreaeeesasbaeeeesaaans O Yes O No
If yes, do you:
O Have a documented training program for €aCh deVICE? .........cciuviiiiiiiiiiiie e O Yes O No

O Document and retain the details of each training program (i.e., Name of attendee, program, trainer,
(o] o] [T AV TR ot 01V =T (=T IR =Y (o PSR P PP O Yes O No

5. Do you have a product recall plan? (please attaCh) ...........cccouiiiiiiiiiiiiii e O Yes O No

Future Business Plans

1. Please describe any new product plans (If your new product involves a clinical trial, please complete a
St. Paul Clinical Trials APPICATION.) .....viiiiiiie ettt et e et e e be e e e stb e e e enbe e e s nnneeeanbeeeans O Yes O No

This application is not a representation that coverage does or does not exist for a particular claim or loss, or type of claim or
loss, under any insurance policy issued by The St. Paul. Whether coverage exists or does not exist for a particular claim or loss
under such policy depends on the facts and circumstances involved in the claim or loss and all applicable policy wording.

The undersigned is an authorized representative of the prospective Named Insured and certifies that reasonable inquiry has been made
to obtain the answers to these questions. He or she certifies that the answers are true, correct and complete to the best of his/her
knowledge and belief.

Signing this application shall not constitute a binder or obligate The St. Paul to provide Medical Product Protection, but it is agreed
that this application shall be the basis upon which a Policy may be issued.

Fraud Warning Notice: If a state fraud warning notice applies, please attach form #55306 to this application.

FLORIDA REQUIREMENT: Producer’s License No.

Applicant’s Signature Title Date

Agent/Broker Signature City Date
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