APPLICATION FOR CLINICAL RESEARCH
ORGANIZATIONS & CLINICAL TRIALS FOR
PROFESSIONAL LIABILITY COVERAGE
(Claims Made Basis)

1. APPLICANT INFORMATION

a. Applicant:

Address:

Street

b. Internet Address:

City/State Zip

c. Name of Parent Company

d. Does the Parent Company afford professional coverage to you?
e. [ Corp Partnership Joint Venture L ILLc [_] Other
f. Date Established (mm/dd/yy)

g. Has the applicant ever engaged in this or similar enterprises under a different name? Explain

h. Please identify the countries outside of the U.S. where your products will be tested:

2. OPERATIONS

a. Please describe all operations to be Insured:

b. Fees & Receipts

From to

Estimate for this year $ Number of test subjects: Number under 18:
From to
Estimate for last year $ Number of test subjects: Number under 18:
From to
Estimate for next year $ Number of test subjects: Number under 18:
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c. Percentage of foreign professional services and provide the names of countries involved: %

d. Please indicate the phases of testing for which you are seeking coverage: Phases
Please describe this phase:

e. Will you or your employees provide any health care services in conjunction with this trial?
d(yes) (no) Professional Title:

Description of services provided:

f. Is the clinical investigator an employee of your firm? |_| (yes) | | (no)

g. Istheclinical investigator an employee of the test site facility? | | (yes) I:l (no)

h. Please provide the name and the proposed use or function of the product being tested.

Are you aware of any other approved uses or functions of the product being tested? |:| (yes) D (no)
If yes, please attach a detailed explanation.

Do you have any knowledge that this product or any of its components might cause or contribute to any
immune system reactions? _|:|_(yes) _|:|_(n0)

If yes, please attach a detailed explanation.

i. Please provide the name of the product manufacturer (if other than yourself)

3. TESTING INFORMATION

a. Please indicate the anticipated number of test subjects over the next 12 months:

b. How will test subjects be recruited? Please provide a detailed explanation.

c. Will test subjects be required to signed an informed consent document? | | (yes) (no)

d. The anticipated trial period: From to

e. How will the trial be conducted and by whom? Please attach a detailed explanation.

f.  How will the trial be funded?

g. Where will the trial be performed? Please check the appropriate response.
(CDFacility & Location (CD)Non-Profit Testing Institute (yinstitutional Review
((C]Clinical Research Center (2D Other (please describe) Board

Please attach a list if additional space is needed.
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h. Will an Institutional Review Board oversee the trials? |:|(yes) I:l (no)
Are you a member of this Board? |:|(yes) L] (no)

i. Please indicate the number of employed professionals or independent contractors. (If none, state none)

Contractor
Employees (Independent) Total
RN/LPN
Lab Tech.

Clinical Investigator
Clinical Research Assoc.
Physician

Medical Monitor
Engineer

Biostatistician

Data Entry

Legal Counsel

Other

k. Areindependent contractors required to carry their own insurance?l | (yes) | | (no)
If yes, please attach a detailed explanation.

[. Do clients indemnify the insured except for acts of negligence? J:L(yes) J:L(no)

m. Please indicate testing performed on specific products over the last 12 months and anticipated
testing to be performed over the next 12 months:

Last Next
Product 12 months 12 months
Hormones & Steriods
Vaccines
Injectables

Prescription Products

Over the Counter

Diet Aids

Vitamins

Food Supplement

Novel Drugs

Generic Off-Patient

Products, Other than Above
Instruments (x-diagnositc)
Cosmetics, Health & Beauty Aids
Surgical Equipment

Diagnostic Instruments & Equipment
Therapeutic Devices

Life Support

Pediatric Testing

4. APPLICANT HISTORY
a. Provide a brief description of the results of any previous related trials:

b. Fully describe any adverse results from previous related trials including animal studies and/or toxicity
studies:
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c. Listany claims related information provided in 4(a) and 4(b) above:

Claimant Date of Loss Expenses Indemnity Nature of Injury
5. CLAIMS
(Attach a detailed explanation for any “Yes” answers) YES NO

a. Areyou aware of any incidents or circumstances which are likely to
result in claims against you under the coverage sought herein?

b. Have you ever been inspected, surveyed, or audited by the Food &
Drug Administration, the Center for Drug Evaluation and Research,
or the Center for Biologics Evaluation and Research?

c. Have you ever been subject to any inquiry or investigation by any
federal, state or local agency concerning your professional services?

d. Do you operate in compliance with the FDA’s Good Clinical Practice
Guidelines?

e. Have you ever been cited for any non-compliance of Good Clinical
Practices or any federal state of local law, ordinance, directive or
regulation?

6. COVERAGE

a. Limits of liability desired: $

b. Deductible desired: $

c. Present coverage

PROF/GL Claims Made?

Carrier Limits Deductible/SIR YES NO Premium

[ ]

d. Retroactive date (if applicable)

7. ADDITIONAL INFORMATION
Please provide the following information with this application:
a. Advertisements, brochures, descriptive, literature.
b. Sample contract between you and the clinical trial investigator, if the investigtor is not your employee or
an employee of the test site facility.
c. Informed consent document.
d. Most recent Annual Report or audited financial statement
e. Copy of letterhead or other business stationary.

NOTICE TO APPLICANT: The coverage applied for is SOLEY AS STATED IN THE POLICY, which provides
coverage on a “CLAIMS MADE” basis for ONLY THOSE CLAIMS THAT ARE FIRST MADE AGAINST THE INSURED
DURING THE POLICY PERIOD unless the extended reporting period option is exercised in accordance with the
terms of the policy.
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WARRANTY: |/We warrant to the Insurer, that | understand and accept the notice stated above and that the
information contained herein is true and this it shall be the basis of the policy of insurance and deemed
incorporated therein, should the Insurer evidence its acceptance of this application by issuance of a policy.
I/We authorize the release of claim information from any prior insurer to Admiral Insurance Company.

Name of Applicant Title (officer, partner, etc)

Signature of Applicant Date

SIGNING this application does not bind the Applicant or the Insurer or the Underwriting Manager to complete the
insurance, but one copy of this application will be attached to the policy, if issued.

Apogee Insurance Group LLC

k apogee 610.337.3200
I insurance Sroup 610.337.2337(fax)

www.apogeeinsgroup.com

Clinical Trials App 10/02 Page 5 of 5



	Text1: 
	Button2: 
	Text2: 
	Text3: 
	Text4: 
	Text5: 
	Text6: 
	Text7: 
	Text8: 
	Check Box9: Off
	Check Box10: Off
	Check Box11: Off
	Check Box12: Off
	Check Box13: Off
	Text14: 
	Text15: 
	Text16: 
	Text17: 
	Text18: 
	Text19: 
	Text20: 
	Text21: 
	Text22: 
	Text23: 
	Text24: 
	Text25: 
	Text26: 
	Text27: 
	Text28: 
	Text29: 
	Text30: 
	Text31: 
	Text32: 
	Text33: 
	Text34: 
	Text35: 
	Text36: 
	Text37: 
	Text38: 
	Text39: 
	Text40: 
	Text41: 
	Text42: 
	Check Box43: Off
	Check Box44: Off
	Check Box45: Off
	Check Box46: Off
	Check Box47: Off
	Check Box48: Off
	Text49: 
	Text50: 
	Text51: 
	Check Box52: Off
	Check Box53: Off
	Check Box54: Off
	Check Box55: Off
	Text56: 
	Text57: 
	Text58: 
	Text59: 
	Text60: 
	Text61: 
	Text62: 
	Check Box63: Off
	Check Box64: Off
	Check Box65: Off
	Check Box66: Off
	Check Box67: Off
	Check Box68: Off
	Check Box69: Off
	Check Box70: Off
	Check Box71: Off
	Check Box72: Off
	Check Box73: Off
	Text74: 
	Text75: 
	Text76: 
	Text77: 
	Text78: 
	Text79: 
	Text80: 
	Text81: 
	Text82: 
	Text83: 
	Text84: 
	Text85: 
	Text86: 
	Text87: 
	Text88: 
	Text89: 
	Text90: 
	Text91: 
	Text92: 
	Text93: 
	Text94: 
	Text95: 
	Text96: 
	Text97: 
	Text98: 
	Text99: 
	Text100: 
	Text101: 
	Text102: 
	Text103: 
	Text104: 
	Text105: 
	Text106: 
	Text107: 
	Check Box108: Off
	Check Box109: Off
	Check Box110: Off
	Check Box111: Off
	Text112: 
	Text113: 
	Text114: 
	Text115: 
	Text116: 
	Text117: 
	Text118: 
	Text119: 
	Text120: 
	Text121: 
	Text122: 
	Text123: 
	Text124: 
	Text125: 
	Text126: 
	Text127: 
	Text128: 
	Text129: 
	Text130: 
	Text131: 
	Text132: 
	Text133: 
	Text134: 
	Text135: 
	Text136: 
	Text137: 
	Text138: 
	Text139: 
	Text140: 
	Text141: 
	Text142: 
	Text143: 
	Text144: 
	Text145: 
	Text146: 
	Text147: 
	Text148: 
	Text149: 
	Text150: 
	Text151: 
	Text152: 
	Text153: 
	Text154: 
	Text155: 
	Text156: 
	Text157: 
	Text158: 
	Text159: 
	Text160: 
	Check Box161: Off
	Check Box162: Off
	Check Box163: Off
	Check Box164: Off
	Check Box165: Off
	Check Box166: Off
	Check Box167: Off
	Check Box168: Off
	Check Box169: Off
	Check Box170: Off
	Check Box171: Off
	Check Box172: Off
	Check Box173: Off
	Check Box174: Off
	Text175: 
	Text176: 
	Text177: 
	Text178: 
	Text179: 
	Text180: 
	Text181: 
	Text182: 
	Text183: 
	Text184: 
	Text185: 
	Text186: 
	Text187: 
	Text188: 


