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DISCLAIMER:

© Healthcare Training Leader®. This post-test is being produced in conjunction with a training
product produced by Healthcare Training Leader, a division of Must Have Info, Inc.
Reproduction or further distribution by any means, beyond the paid customer, is strictly
forbidden without written consent of Training Leader, including photocopying and digital,
electronic, and/or Web distribution, dissemination, storage, or retrieval.

© 2021 Healthcare Training Leader® All Rights Reserved.
Healthcare Training Leader, 2277 Trade Center Way, Suite 101, Naples, FL 34109
Phone: 800-767-1181 ¢ Fax: 800-767-9706 ¢ E-mail: info@trainingleader.com
Website: www.hctrainingleader.com

This post-test is produced in conjunction with an independent training product produced by
Training Leader. Reasonable attempts have been made to ensure its accuracy. However, medical
coding is part science, part art; even experts sometimes differ. Also, clinical and other
circumstances may differ among cases and thereby affect coding. Neither the publisher, editors,
board members, contributors, experts, nor consultants warrant or guarantee that the information
contained herein be applicable or appropriate in any particular situation. For information tailored
to your specific circumstances, consult a qualified professional. CPT® codes, descriptions, and
material only are copyright 2021 American Medical Association. All Rights Reserved. No fee
schedules, basic units, relative value units, or related listings are included in CPT®. The AMA
assumes no liability for the data contained herein. CPC®, AAPC®, copyright 2021 American
Academy of Professional Coders®. All Rights Reserved.

Ensuring Compliant Revenue for Clinical Research Studies: How to Know Page 2
What You Can Bill of 7



CEU Post-Test

Healthcare Training Leader® 800-767-1181

Instructions:

Enclosed is your post-test for the E/M Documentation Guidelines: Bust
Overpayments With Clean Claims webinar. This program meets AAPC
guidelines for 1.0 CEU. On Demand product requires successful completion of a
Post-Test for continuing education units. Please provide your contact information,
answer the questions, and then submit your post-test to Healthcare Training
Leader® by:

Mail: 2277 Trade Center Way, Suite 101, Naples, FL 341009,
Fax: 800-767-9706, or
Email: info@trainingleader.com

You must answer at least 70% of the questions correctly to receive your
certificate of CEUs, which will be sent to you by email.

Contact Information:

Name:

Credentials:

Job Title:

Organization:

Address:

City: State: Zip:

Phone: Fax:

Email:
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1. Some items and services in a clinical research study are billable to Medicare. (true/false)

a.
b.

True
False

2. What is the National Coverage Determination (NCD) that guides clinical research billing?

a.

b.
C.
d

NCD 7006
NCD 310.1
NCD 301.2
NCD 553

3. What is the first step in conducting a Coverage Analysis?

a.
b.
C.

Determining what Medicare rules apply to the drugs in the study
Determining what are the routine costs
Determining whether the study qualifies for coverage under NCD 310.1

4. What documents are essential in performing a Coverage Analysis? (check all that apply)

a.
b.
C.

Informed Consent Form
Protocol
Funding Documents

5. Inaclinical research study, what is double billing? (fill in the blank)

6. Which of the following are potential consequences of non-compliant clinical research billing?
(check all that apply)

a.
b.
c.
d.

False Claims Act violations

Civil Monetary Penalties

Exclusion from participation in federal healthcare programs
Government imposed corrective actions

7. What is a coverage analysis?

a. A Coverage Analysis is a tool that analyzes each protocol-required item and service
according to Medicare coverage rules (i.e., NCD 310.1 and “all other Medicare rules”).
b. A Coverage Analysis is a tool that tells physicians how to take care of clinical research
patients.
c. A Coverage Analysis is a mathematical analysis of the research billing to know how much
revenue was taken in as a result of the study.
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8. Which of these is NOT something that a Coverage Analysis does?

a.

The Coverage Analysis documents the considerations, reasoning, and determinations
made by the organization.

The Coverage Analysis translates the study services into the billing and claims
environment.

The Coverage Analysis consolidates multiple study documents that impact payment into
a single unified “source of truth.”

The Coverage Analysis is a tool to coordinate information for purposes of budgeting,
claims review, auditing, and business assessment.

The Coverage Analysis instructs the physician regarding the best clinical care for the
research patient.

9. Itis best practice to analyze coverage using which payer’s coverage and billing rules?

a.

® oo o

Your state’s Medicaid
Aetna

Medicare

Blue Cross Blue Shield
Humana

10. Clinical reasoning and Medicare coverage will always align. (True or false)

a.
b.

True
False

11. Which of the following is NOT one of the three necessary requirements when determining
whether a study qualifies for coverage?

a.

b
C.
d

That the item or service falls in a benefit category

That there is a minimum number of patients that will enroll in the study
That the study has therapeutic intent

That the study enrolls patients with diagnosed disease

12. Which of the following is a routine cost?

a.

b.
C.
d

The investigational item itself

Labs performed for data collection/analysis purposes only
Conventional care items and services

Iltems and services being paid by the sponsor

13. What are “screening services” in Medicare rules?

a. Services performed to determine whether the patient is eligible for participation in the
study
b. Services performed on asymptomatic patients
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14. What should an organization do with the Coverage Analysis when there are amendments to the
study documents?
a. Nothing
b. Notify Medicare
c. Edit the coverage analysis to reflect the changes and re-analyze the added items and
services, and/or update the payment terms if the funding documents are amended

15. Before the Coverage Analysis can be used for billing, what finalized documents must be
harmonized with the Coverage Analysis to prevent double billing and billing for items or services
promised free to the patient?

a. The NCDs and LCDs

b. The Protocol and the Investigator’s Brochure

c. Theclinical guidelines

d. The Clinical Trial Agreement and the Informed Consent Form
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Please provide your contact information, answer the questions, and then submit
your post-test to Healthcare Training Leader by:

Mail: 2277 Trade Center Way, Suite 101, Naples, FL 34109,
Fax: 800-767-9706, or
Email: info@trainingleader.com

You must answer at least 70% of the questions correctly to receive your
certificate of CEUs, which will be sent to you by email.

If you have any questions, please call Healthcare Training Leader at 800-767-1181.
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