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Medicare Advantage X Commercial 

Clinical Trials- Coverage of Routine Care Costs Policy 

I. Purpose 
Indiana University Health Plans (IU Health Plans) considers clinical indications when 
making a medical necessity determination for Clinical Trials- Coverage of Routine Care 
Costs. 

 

II. Scope 
This policy applies to all IU Health Plans and Utilization Management staff having 
decision-making responsibilities where authorization is required for Full-insured and 
Self-insured commercial plans. 

 

III. Exceptions/Variations 
Coverage will not include any of the following: 
1. The investigational item or service itself unless otherwise covered outside of the 

clinical trial 
2. Items and services provided solely to satisfy data collection and analysis needs and that are 

not used in a direct clinical management of a patient (e.g., monthly CT scans for a 
condition usually requiring only a single scan) 

3. Items and services customarily provided by the research sponsors free of charge for any 
enrollee in the trial 

4. Services that are not health care services (e.g., administrative services). 
5. Services not routinely provided for the direct clinical management of the patient. The 

services must not be designed exclusively to test toxicity or disease pathophysiology. It 
must have therapeutic benefit. 

6. See IU Health Plans policy #UMPA 032.0- Experimental and Investigative Services 
regarding coverage of Investigational Device Exemptions (IDE) and Humanitarian Use 
Devices (HUD). 

7. Coverage of routine care costs for members participating in clinical trials at out-of- 
network facilities is governed by the benefit design of the member’s plan. 

8. For Commercial Self-Funded (ASO) groups: 
The applicability of this policy to individuals in self-funded commercial groups is 
subject to the contractually agreed upon Schedule of Benefits associated with the 
specific coverage/plan design that each self-funded group has purchased. Whether 



coverage/payment for the services and/or benefits governed by this policy are available 
to a self-funded group member is determined on a case-by-case basis, based on the 
benefit plan of that member’s Schedule of Benefits and, unless expressly stated 
otherwise, any authorization/medical necessity requirements described herein. 

 

IV. Definitions 
 

Clinical trials are a research study in which one or more human subjects are prospectively 
assigned to one or more interventions (which may include placebo or other control) to evaluate 
the effects of those interventions on health-related biomedical or behavioral outcomes. 

 
Investigational New Drug (IND) is a new drug or biological drug that is used in a clinical 
investigation regulated by the FDA. 

 
Medicare Clinical trials must meet the following three requirements: 
1. The subject or purpose of the trial must be the evaluation of an item or service that falls 

within benefit category (e.g., physicians' service, durable medical equipment, diagnostic 
test) and is not statutorily excluded from coverage (e.g., cosmetic surgery, hearing aids) 

2. The trial must not be designed exclusively to test toxicity or disease pathophysiology. 
It must have therapeutic intent. 

3. Trials of therapeutic interventions must enroll patients with diagnosed disease 
rather than healthy volunteers. Trials of diagnostic interventions may enroll healthy 
patients in order to have a proper control group. 

 
Clinical trials also should have all of the following desirable characteristic: 
1. The principal purpose of the trial is to test whether the intervention potentially 

improves the participants' health outcomes 
2. The trial is well-supported by available scientific and medical information, or it is 

intended to clarify or establish the health outcomes of interventions already in 
common clinical use 

3. The trial does not unjustifiably duplicate existing studies 
4. The trial design is appropriate to answer the research question being asked in the trial 
5. The trial is sponsored by a credible organization or individual capable of executingthe 

proposed trial successfully 
6. The trial is in compliance with Federal regulations relating to the protection of human 

subjects; and 
7. All aspects of the trial are conducted according to the appropriate standards of 

scientific integrity 
 
 

V. Policy 
 

IU Health Plans considers routine care costs of members in clinical trials medically necessary 
for all of the following indications: 
1. The member is a participant in a qualifying clinical trial 
2. Documentation of 8-digit clinical trial number on items or services provided in clinical 

trial (Clinical trials that are also an Investigational Device Exemptions (IDE) must 
document associated IDE number). 

3. Items or services for which coverage is requested are typically provided to members 



who are not part of a clinical trial. 
4. Treatment with the items or services is included in medical record documentation of 

the provider(s). 
 

V. Procedures 
 

None 
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1. Centers for Medicare and Medicaid Services. National 
Coverage Determination (NCD). Routine Costs in Clinical 
Trials. 310.1. Effective date 07/09/2007. NCD - Routine Costs 
in Clinical Trials (310.1) (cms.gov) 

2. National Institutes of Health-Office of Extramural Research: Glossary & Acronym List, 
Updated March 20, 2013. http://grants.nih.gov/grants/glossary.htm 

3. United States Code, 2018 Edition, Supplement 2, Title 21- Food and Drugs. Part A- Drugs 
and Devices. Sec 360a-1- Clinical Trials. Law effective date January 13, 2021. 21 U.S.C. 
360a-1 - Clinical trials - Content Details - USCODE-2020-title21-chap9-subchapV-partA-sec360a-1 
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VII. Forms/Appendices 

None 
 
VIII. Responsibility 

 
Medical Director 

 
 

This Policy is proprietary and confidential. No part of this Policy may be disclosed in 
any manner to a third party without the prior written consent of IU Health Plans, Inc. 

https://www.cms.gov/medicare-coverage-database/view/ncd.aspx?ncdid=1&ncdver=2&keyword=310.1&keywordType=any&areaId=all&docType=NCA%2CCAL%2CNCD%2CMEDCAC%2CTA%2CMCD%2C6%2C3%2C5%2C1%2CF%2CP&contractOption=all&sortBy=relevance&bc=1
https://www.cms.gov/medicare-coverage-database/view/ncd.aspx?ncdid=1&ncdver=2&keyword=310.1&keywordType=any&areaId=all&docType=NCA%2CCAL%2CNCD%2CMEDCAC%2CTA%2CMCD%2C6%2C3%2C5%2C1%2CF%2CP&contractOption=all&sortBy=relevance&bc=1
https://www.cms.gov/medicare-coverage-database/view/ncd.aspx?ncdid=1&ncdver=2&keyword=310.1&keywordType=any&areaId=all&docType=NCA%2CCAL%2CNCD%2CMEDCAC%2CTA%2CMCD%2C6%2C3%2C5%2C1%2CF%2CP&contractOption=all&sortBy=relevance&bc=1
https://www.cms.gov/medicare-coverage-database/view/ncd.aspx?ncdid=1&ncdver=2&keyword=310.1&keywordType=any&areaId=all&docType=NCA%2CCAL%2CNCD%2CMEDCAC%2CTA%2CMCD%2C6%2C3%2C5%2C1%2CF%2CP&contractOption=all&sortBy=relevance&bc=1
http://grants.nih.gov/grants/glossary.htm
https://www.govinfo.gov/app/details/USCODE-2020-title21/USCODE-2020-title21-chap9-subchapV-partA-sec360a-1/summary
https://www.govinfo.gov/app/details/USCODE-2020-title21/USCODE-2020-title21-chap9-subchapV-partA-sec360a-1/summary
https://www.govinfo.gov/app/details/USCODE-2020-title21/USCODE-2020-title21-chap9-subchapV-partA-sec360a-1/summary
https://www.govinfo.gov/app/details/USCODE-2020-title21/USCODE-2020-title21-chap9-subchapV-partA-sec360a-1/summary
https://www.govinfo.gov/app/details/USCODE-2020-title21/USCODE-2020-title21-chap9-subchapV-partA-sec360a-1/summary
https://www.dol.gov/sites/dolgov/files/EBSA/about-ebsa/our-activities/resource-center/faqs/aca-part-xv.pdf
https://www.dol.gov/sites/dolgov/files/EBSA/about-ebsa/our-activities/resource-center/faqs/aca-part-xv.pdf
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