Appendix C: Demographic Questionnaires, Investigators and Sponsors

Demographic Questions for Investigators

PIN:
Date:
Interviewer:

INVESTIGATOR

No. | Question Answer

Allergy and asthma
Cardiology
Dermatology

1. What is your specialty?

[Do not read aloud categories]
Endocrinology
Gastroenterology

General internal medicine

Select only one

General surgery
Hematology
Immunology
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Infectious disease
Nephrology
Neurology
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. Obstetrics/gynecology
Oncology
Ophthalmology
Orthopedics
Otorhinolaryngology
Pediatrician
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Primary care provider
Psychiatry
Pulmonary
Rheumatology

. Urology
Other (please specify):
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2. How many years have you been a [enter | |
name of specialty]?




INVESTIGATOR

No. Question

Answer

Which best describes the type of organization with

a. Academic institution or academic health system
which you are currently affiliated? with research and education opportunities

b. Community-based out-patient clinic or private
[Read aloud categories] practice with primary clinical responsibilities

c. Community-based hospital with no affiliated
Select only one academic institution

d. Dedicated research site with no affiliated clinical

practice responsibility

e. Other (please specify):
Does your site belong to a research network? a. Yes

b. No

Prefer not to respond

How many years have you served as a PI, co-PI, or
sub-Pl on Phase lll clinical trials of drugs, biologics,
and/or medical devices for registrational purposes?

How many of these trials have you conducted as the
Pl, co-PI, or sub-Pl, including current trials?

What type of product or products do you investigate
in these trials?

[Read aloud categories]

Select all that apply
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Drugs, either therapeutic or preventive
Vaccines

Devices

Biologics

Combination products (e.g., drug-devices)
Other (please specify):




INVESTIGATOR

No. Question Answer

8. In which therapeutic areas do you conduct these Allergy and asthma

trials? Cardiology
Dermatology
[Do not read aloud categories] Endocrinology
Gastroenterology
Select all that apply General internal medicine

General surgery
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Hematology

Immunology
Infectious disease
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Nephrology

Neurology

. Obstetrics/gynecology
Oncology
Ophthalmology
Orthopedics
Otorhinolaryngology
Psychiatry
Pulmonary
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Rheumatology
Urology
Other (please specify):
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9. In the past year, what percent of time did you spend
conducting phase lll clinical trials for registrational | |
purposes?




Demographic Questions for Sponsors

PIN:
Date:
Interviewer:

RESEARCH SPONSOR

No. Question Answer

1. Which best describes the type of organization with a. Pharmaceutical or medical device industry
which you are CUrrentIy affiliated? b. Federal government agency
[Read aloud responses] c. Clinical research organization
Select only one d. Other (please specify):
2. What type of product or products does your a. Drugs, either therapeutic or preventive
company develop? b. Vaccines
[Read aloud responses] c. Devices
Select all that apply d. Biologics
e. Combination products (e.g., drug-devices)
f. Other (please specify):
3. How do you define the size of your company? a. A micro-size company (market cap under $300
Read aloud responses million)

b. A small-size company (market cap at $300 million
to under $2 billion)

c. A mid-size company (market cap between $2
billion and $10 billion)

d. A large-size company (market cap over $10 billion)

e. Prefer not to respond

4. What is your current role in clinical research and
development?

5. How many years have you been in this role? | |

6. How many years in total have you been engaged in | |
phase Ill clinical trials for registrational purposes?




RESEARCH SPONSOR

No. | Question

In which therapeutic areas does your company
conduct phase lll clinical trials for registrational
purposes?

[Do not read aloud categories]

Select all that apply
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Allergy and asthma
Cardiology
Dermatology
Endocrinology
Gastroenterology
General internal medicine
General surgery
Hematology
Immunology
Infectious disease
Nephrology
Neurology

. Obstetrics/gynecology

Oncology
Ophthalmology
Orthopedics
Otorhinolaryngology
Psychiatry

Pulmonary
Rheumatology
Urology

Other (please specify):

Which best describes the type of sites with which
you conduct research?

[Read aloud categories]

Select all that apply

Academic institution or academic health system
with research and education opportunities
Community-based out-patient clinic or private
practice with primary clinical responsibilities
Community-based hospital with no affiliated
academic institution

Dedicated research site with no affiliated clinical
practice responsibility
Other (please specify):




