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Introduction 

A clinical trial is a research study that uses human volunteers. These studies are designed to 
answer questions about how a treatment (drug, medical device, biologic agent, gene therapy or 
surgery) might work for a specific disease. Some studies also test new approaches to 
diagnosing, preventing or testing for diseases. Based on the specific plan you are covered under 
and where you live, the health plan will cover the usual medical costs when you decide to 
participate in certain clinical studies. The decision to participate in a clinical study is made by 
you and your doctor, based on your disease or condition, and what treatments are available to 
you. This policy provides background about different types of studies, outlines what services the 
plan covers when you participate in a study and includes references to laws that govern what 
types of studies are covered under your specific type of plan. 

 

Note:   The Introduction section is for your general knowledge and is not to be taken as policy coverage criteria. The 
rest of the policy uses specific words and concepts familiar to medical professionals. It is intended for 
providers. A provider can be a person, such as a doctor, nurse, psychologist or dentist. A provider also can be 
a place where medical care is given, like a hospital, clinic, or lab. This policy informs providers about when a 
service may be covered. 
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This guideline includes requirements of the Patient Protection and Affordable Care Act (PPACA) 
for non-grandfathered plans and Washington and Alaska state mandates regarding clinical trial 
coverage. See Mandate Information for state-specific information. 

This guideline does not apply to the BCBS Federal Employee Program (FEP®). Please refer to 
BCBS Service Benefit Plan for FEP®. 

Service Coverage Criteria 
Clinical trial participation Routine patient care costs that occur during participation in an 

approved clinical trial for qualified individuals for treatment of 
cancer or other life-threatening disease or condition* are 
eligible for coverage when ALL of the following criteria are 
met: 
• The individual meets the eligibility requirements of the 

approved clinical trial according to the trial protocol 
• The individual’s participation in the approved clinical trial is 

appropriate for the treatment of cancer or other life- 
threatening disease* as documented by a referring health care 
professional OR by the medical and scientific information 
provided by the individual 

• The individual has provided signed informed consent 
AND 
• The study in which the individual requests participation is a 

Phase I, Phase II, Phase III or Phase IV clinical trial that is 
conducted in relation to the prevention, detection or treatment 
of cancer or other life-threatening disease or condition* and is 
funded or approved by ONE of the following: 
o  National Institutes of Health (NIH) (includes National 

Cancer Institute [NCI]) 
o Centers for Disease Control and Prevention (CDC) 
o Agency for Healthcare Research and Quality (AHRQ) 
o Centers for Medicare and Medicaid Services (CMS) 
o A cooperative group or center of any of the entities noted 

above or the Department of Defense (DOD) or the 
Department of Veterans Affairs 

o A qualified non-governmental research entity identified in 
the guidelines issued by the NIH for center support grants 
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Service Coverage Criteria 
o The Department of Veterans Affairs, the Department of 

Defense, or the Department of Energy if the study or 
investigation has been reviewed and approved through a 
system of peer review that the Secretary of Health and 
Human Services determines to be comparable to the 
system of peer review used by the NIH, and assures an 
unbiased review of the highest scientific standards by 
qualified individuals who have no interest in the outcome 
of the review 

      OR 
o The study is conducted under an investigational new drug 

(IND) (see definition below) application reviewed by the 
Food and Drug Administration 

      OR 
o The study is a drug trial that is exempt from having an 

investigational new drug application 
      OR 

o An institutional review board (IRB) of an institution in 
Washington state that has a multiple project assurance 
contract approval by the Office of Protection for the 
Research Risks of the NIH (see Washington mandate 
below) 

 
Clinical trial or other study participation is considered 
investigational if the criteria above are not met. 
 

Note:     The clinical trial must have a written protocol that describes a 
scientifically sound study that has been approved by all relevant IRBs 
before participants are enrolled in the trial 

Note:     A patient registry is not considered a clinical trial  

* “life-threatening disease or condition” means any disease or condition from 
which the likelihood of death is probable unless the course of the disease or 
condition is interrupted (death need not be imminent for a disease or condition to 
be life-threatening) 

Search www.ClinicalTrials.gov for a registry of federally and privately supported 
clinical trials  

http://www.clinicaltrials.gov/


Page | 4 of 14 ∞ 

Service Coverage Criteria 
Routine patient costs 
covered during a clinical 
trial 

Covered routine patient care costs for an enrolled member in 
an approved clinical trial at the time coverage of routine costs 
is requested include: (see Benefit Application) 
• Items and services that are consistent with the coverage that 

applies to routine care for individuals not enrolled in clinical 
trials such as laboratory services, radiologic services, office 
visits, hospital services, etc. 

• Items or services that are needed for the reasonable and 
necessary care used to prevent, diagnose, and treat 
complications arising from participation in the approved clinical 
trial  

Patient costs NOT covered 
during a clinical trial  

Routine patient costs NOT eligible for coverage include: 
• The drug, item, or service being studied (unless the drug, item 

or service is covered outside a clinical trial for other members) 
• Items and services provided solely for data collection and 

analysis needs that are not used in the direct clinical 
management of the patient (e.g., monthly CT scans for a 
condition where one single scan is the standard of care for the 
diagnosis or treatment studied) 

• Items and services provided free of charge by the research 
sponsors for anyone enrolled in the trial 

• A service that is clearly inconsistent with widely accepted and 
established standards of care for a particular diagnosis 

• Travel and transportation expenses (unless otherwise covered 
by the plan) including, but not limited to the following: 
o Fees for personal vehicle, rental car, taxi, medical van, 

ambulance, commercial airline, or train 
o Mileage reimbursement for driving a personal vehicle 
o Lodging 
o Meals 

 
Note: After a clinical trial ends, coverage is not provided for non-FDA approved 

drugs that were provided or made available to an individual during a 
covered clinical trial. 
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State Mandate Information 
Alaska fully insured 
(See below for self-funded 
groups) 

Effective September 29, 2010, Alaska has a specific state statute (Senate Bill 10) that 
requires health care insurers to provide insurance coverage for medical care 
received by a patient during certain approved clinical trials designed to test 
and improve prevention, diagnosis, treatment, or palliation of cancer. More 
information regarding covered and non-covered services and other 
administrative criteria can be found at the following link: 

http://www.akleg.gov/basis/Bill/Text/26?Hsid=SB0010Z.    
Accessed December 8, 2022. 

Note: This state mandate addresses clinical trials related only to cancer. 

Alaska self-funded groups The Alaska state mandate does not generally apply if the group is 
self-funded. However, some self-funded groups may elect to add 
state mandates or similar provisions to their contracts. If the 
member is in a self-funded group, please check the member 
contract for benefits regarding clinical trials or how the group 
defines experimental and investigational services. The provisions 
for clinical trials or definitions of what is considered experimental 
and investigational should be administered as outlined in the 
group’s health plan contract. 
 
Note: In the absence of contract language addressing clinical trials, the criteria of 

this policy should be applied to members covered by self-funded group 
health plan contracts. 

Washington fully insured 
(see below for self-funded 
groups) 

Effective November 8, 2012, Washington has a specific Washington Administrative 
Code (WAC284-43-850 recodified as WAC284-43-5420 effective 12/14/15) 
that mandates benefit coverage for the routine costs of patients enrolled in 
and participating in qualifying phase I, phase II, phase III, or phase IV clinical 
trials. More information regarding covered and non-covered services and 
other administrative criteria can be found at the following link: 

http://apps.leg.wa.gov/WAC/default.aspx?cite=284-43-
5420. Accessed December 8, 2022. 

Note: This mandate addresses clinical trials related to cancer or other life-
threatening disease or condition. 

Washington self-funded 
groups 

The Washington state mandate does not generally apply if the 
group is self-funded. However, some self-funded groups may 
elect to add state mandates or similar provisions to their 
contracts. If the member is in a self-funded group, please check 
the member contract for benefits regarding clinical trials or how 

http://www.akleg.gov/basis/Bill/Text/26?Hsid=SB0010Z
http://apps.leg.wa.gov/WAC/default.aspx?cite=284-43-5420
http://apps.leg.wa.gov/WAC/default.aspx?cite=284-43-5420
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State Mandate Information 
the group defines experimental and investigational services. The 
provisions for clinical trials or definitions of what is considered 
experimental and investigational should be administered as 
outlined in the group’s health plan contract. 
 
Note: In the absence of contract language addressing clinical trials, the criteria of 

this policy should be applied to members covered by self-funded group 
health plan contracts. 

 

Documentation Requirements 
The individual’s medical records submitted for review for participation in an approved 
clinical trial for the prevention, detection or treatment of cancer or other life-threatening 
disease or condition should document that these requirements are met. The record should 
include ALL of the following: 
• History and physical supporting the individual has cancer or a life-threatening condition that 

has a poor response to the most effective treatment currently available 
• Clinical trial name and the NCT number 
• The trial is phase I, II, III or IV and has been approved by the National Institutes of Health (NIH) 

or an organization affiliated with the NIH, or a Washington state institution institutional review 
board (IRB) or the departments of Veterans Affairs or Defense, or Energy 

• The individual’s medical records demonstrate the member has signed consent to participate in 
a clinical trial  

• Or, if for an investigational new drug (IND) application reviewed by the FDA, the application 
number is given, or documentation is provided that indicates the study is exempt from an 
investigational new drug application 

 

Coding  

 

Code Description 
HCPCS 
S9988 Services provided as part of a Phase I clinical trial 

S9990 Services provided as part of a Phase II clinical trial 
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Code Description 
S9991 Services provided as part of a Phase III clinical trial 

ICD-10-Diagnosis 
Z00.6 Encounter for examination for normal comparison and control in clinical research 

program 

Modifiers  
Q0 Investigational clinical service provided in a clinical research study that is in an 

approved clinical research study 

Note: Clinical trial claims are not limited to these modifiers.  

Q1 Routine clinical service provided in a clinical research study that is in an approved 
clinical research study 

Note: Clinical trial claims are not limited to these modifiers.  

Note: CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS 
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS). 

 

Related Information  

 

Benefit Application 

Benefit determinations will be made in accordance with the following:  

• All applicable plan limitations for coverage of out-of-network care will apply to routine 
patient care costs in clinical trials. (For example, plans are not required to provide benefits 
for routine patient care services provided outside of the network area unless out-of-network 
benefits are otherwise provided under the plan) 

• All utilization management guidelines and coverage policies that apply to routine care for 
members not in clinical trials will also apply to routine patient care for members in clinical 
trials. 

• Members must meet all applicable plan requirements for preauthorization, eligibility, and 
referrals. 

• In the event a claim contains charges related to covered clinical trial services, but those 
charges have not been or cannot be separated from costs related to non-covered services, 
benefits will NOT be provided. 
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• Services may be approved for coverage as part of a qualifying clinical trial when they would 
typically be covered by the health plan for a member who is not enrolled in a clinical trial. 
The services will be provided under the applicable benefit category (e.g., pharmacy, durable 
medical equipment, medical care, etc.). Services may not be covered by the plan if they are 
fully funded by another source and are provided as part of the clinical trial. 

 

Definition of Terms  

Informed consent: The process of learning the risks and potential benefits, and any alternatives 
of a clinical trial before an individual decides to participate. An individual signs an informed 
consent prior to enrolling in a study, acknowledging they have been given this information and 
with the understanding that the individual can withdraw from a study at any time, even if the 
study has not been completed. 

Institutional Review Board (IRB): An IRB is a panel of scientists and non-scientists in hospitals 
and research institutions that oversees clinical research. IRBs approve the clinical trial protocols, 
which describe the type of people who may participate in the clinical trial, the schedule of tests 
and procedures, the medications, and dosages to be studied, the length of the study, the study’s 
objectives and other details. IRBs make sure the study is acceptable, that participants have given 
consent and are fully informed of their risks, and that researchers take appropriate steps to 
protect individuals from harm. 

Investigational New Drug** (IND): In an IND application, sponsors - companies, research 
institutions, and other organizations that take responsibility for marketing a drug - must show 
the FDA results of pre-clinical testing they’ve done in laboratory animals and what they propose 
to do for human testing. At this stage, the FDA decides whether it is reasonably safe to move 
forward with testing the drug on humans. Drug studies in humans can begin only after an IND is 
reviewed by the FDA and a local IRB. Drugs with a treatment IND may not be marketed. 

**drug as defined by the Food, Drug, and Cosmetic (FD&C) Act (section 201 [g][1]) includes, 
“articles intended for use in the diagnosis, cure, mitigation, treatment, or prevention of 
disease…”and “articles (other than food) intended to affect the structure or any function of the 
body of man or other animals.” Biological products subject to licensure under the Public Health 
Service Act (section 351 42 U.S.C 262) may also be considered drugs within the meaning of the 
FD&C Act. A biological product is a virus, therapeutic serum, toxin, antitoxin, vaccine, blood, 
blood component or derivative, allergenic product, protein (except any chemically synthesized 
polypeptide), or analogous product, or arsphenamine or derivative of arsphenamine (or any 
other trivalent organic arsenic compound), applicable to the prevention, treatment, or cure of a 
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disease or condition of human beings. Biological products include, among other products, 
bacterial vaccines, allergenic extracts, gene therapy products, growth factors, cytokines, and 
monoclonal antibodies.”4 

Phase of clinical trial: The progress of a clinical trial is categorized by the “phase” category 
assigned. Most trials can be categorized into one of four phases. A generally accepted 
categorization follows. Note that the cohort size is not absolute and there are exceptions. 

Note: In any phase of a treatment clinical trial, the FDA can impose a clinical hold if the treatment is found to be 
unsafe or if the protocol is clearly deficient in design in meeting its stated objectives. Institutional Review 
Boards (IRBs) also may cause a trial to be suspended if some aspect of the study is found to be unsafe. 

Phase I clinical trial: The therapeutic intervention is tested in a small group of people (20-80) 
for the first time to evaluate its safety and effectiveness. Phase I studies may determine the 
metabolic mechanism of action of the treatment in humans. In the case of drug trials, the side 
effects associated with increasing doses, drug metabolism and structure-activity relationships 
may be examined. The primary focus is on safety. 

Phase II clinical trial: The treatment is applied to a larger group of people (100-300) to further 
evaluate effectiveness and safety. In drug studies, this phase often consists of pilot studies which 
may be open label, single or double blind. 

Phase III clinical trial: The treatment is applied to large groups of people (1000-3000) to 
confirm its effectiveness, monitor side effects, compare it to commonly used treatments and 
collect information that will allow safe use of the treatment. 

Phase IV clinical trial: The treatment continues to be tested after marketing approval of the 
device or drug has been given by the Food and Drug Administration (FDA). This testing is 
performed to collect information about the effect in various populations and any side effects 
associated with long-term use. 

Registry: “A registry is an organized system that uses observational study methods to collect 
uniform data (clinical and other) to evaluate specified outcomes for a population defined by a 
particular disease, condition, or exposure, and that serves one or more predetermined scientific, 
clinical, or policy purposes.”3 

NIH definition of a clinical trial: 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. 

* "prospectively assigned" refers to a pre-defined process (e.g., randomization) specified in an approved protocol that 
stipulates the assignment of research subjects (individually or in clusters) to one or more arms (e.g., intervention, 
placebo, or other control) of a clinical trial. 
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** "intervention" is defined as a manipulation of the subject or subject’s environment for the purpose of modifying 
one or more health-related biomedical or behavioral processes and/or endpoints. Examples include drugs/small 
molecules/compounds; biologics; devices; procedures (e.g., surgical techniques); delivery systems (e.g., telemedicine, 
face-to-face interviews); strategies to change health-related behavior (e.g., diet, cognitive therapy, exercise, 
development of new habits); treatment strategies; prevention strategies; and diagnostic strategies. 

***A "health-related biomedical or behavioral outcome" is defined as the pre-specified goal(s) or condition(s) that 
reflect the effect of one or more interventions on human subjects’ biomedical or behavioral status or quality of life. 
Examples include positive or negative changes to physiological or biological parameters (e.g., improvement of lung 
capacity, gene expression); positive or negative changes to psychological or neurodevelopmental parameters (e.g., 
mood management intervention for smokers; reading comprehension and /or information retention); positive or 
negative changes to disease processes; positive or negative changes to health-related behaviors; and positive or 
negative changes to quality of life. 

Source: https://grants.nih.gov/grants/policy/faq_clinical_trial_definition.htm  Accessed December 8, 2022 

U.S. Food and Drug Administration (FDA) approval: Clinical trials may investigate drugs or 
devices that have received different types of FDA approval. Some approvals may allow 
marketing of drugs or devices; some may approve their use only in investigational settings. 

 

Rationale  

 

Background 

The Company may be asked to cover services that are provided within the context of clinical 
trials. These requests often represent relatively new technology, therapies, or application of 
established therapies to treat new or rare diagnoses. 

Clinical trials are performed to determine if new treatments and procedures, new drugs, and 
combinations of drugs, or new devices are clinically safe and effective, and if they should be 
considered as standard care for individuals in the future. Clinical trials help determine whether 
or not a new treatment works as well or better than an existing treatment. Participation in a 
clinical trial is often considered when standard therapies have failed. Sponsorship of clinical trials 
can come from federal agencies such as the National Institutes of Health, pharmaceutical and 
medical device companies, or individual or hospital-based researchers. 

Clinical trials are designed and used to research one or more interventions for treating a disease, 
syndrome, or condition before they are made available to the general public. Examples of these 
interventions, though not all-inclusive, are new medical products, drugs, devices, radiation 
therapy or surgical procedures. Services, supplies, and drugs that are a standard of care 

https://grants.nih.gov/grants/policy/faq_clinical_trial_definition.htm
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throughout the medical community may have a clinical trial designed to demonstrate their 
efficacy for a different diagnosis or when they are used in combination with other therapeutic 
agents. Many clinical trials are designed to study and report therapeutic effectiveness over a 
prolonged period of time. 

Some life-threatening malignant conditions are the subject of clinical trials when the currently 
available treatments are not known to be effective. During the consecutive phases of some 
clinical trials, evidence emerges which strongly suggests that the services under study may be as 
effective, or more effective, than conventional treatment. 

In addition, there may be important quality-of-life considerations if preliminary data from 
clinical trials show medical outcomes that are at least comparable to standard treatment. These 
quality of life issues may include reduction of treatment side effects and simpler treatment 
strategies. 

By providing coverage for members who choose to participate in qualifying trials, the member 
benefits from having access to new technology that has early evidence of efficacy, often in 
circumstances where no effective alternative treatments are available. 

Clinical trials aid in the advancement of medicine and the improvement of individual outcomes 
in many areas of healthcare. Whether testing a new therapy or exploring a new way to use an 
existing therapy, clinical trials measure care and are responsible for breakthroughs in science, as 
well as key information about treatment risks to different populations. 

 

References  

 

1. Patient Protection and Affordable Care Act; Section 2709. Coverage for individuals participating in approved clinical trials. 2010.. 
https://www.dpc.senate.gov/healthreformbill/healthbill53.pdf  Accessed December 8, 2022. 

2. Center for Medicare and Medicaid Services (CMS). Routine costs in clinical trials. NCD 310.1, version 2. Effective 07/09/2007. 
https://www.cms.gov/medicare-coverage-database/details/ncd-
details.aspx?NCDId=1&ncdver=2&bc=BAABAAAAAAAA  Accessed December 8, 2022. 

3. Gliklich R, Dreyer N. Registries for Evaluating Patient Outcomes: A User’s Guide. Rockville, MD: Agency for Healthcare Research 
and Quality; 2010. AHRQ Publication No. 10-EHC049. 

4. US Food and Drug Administration (FDA). Guidance for clinical investigators, sponsors, and IRBs. investigational new drug 
applications (INDs)-determining whether human research studies can be conducted without an IND. 
https://www.fda.gov/downloads/drugs/guidances/ucm229175.pdf.  Published September 2013. Accessed December 8, 
2022. 

https://www.dpc.senate.gov/healthreformbill/healthbill53.pdf
https://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=1&ncdver=2&bc=BAABAAAAAAAA
https://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=1&ncdver=2&bc=BAABAAAAAAAA
https://www.fda.gov/downloads/drugs/guidances/ucm229175.pdf


Page | 12 of 14 ∞ 

5. National Cancer Institute (NCI). Cancer clinical trials at the National Institutes of Health clinical center. 
https://www.cancer.gov/about-cancer/treatment/clinical-trials/what-are-trials/where/clinical-center. Updated 
September 6, 2019. Accessed December 8, 2022. 

6. National Institutes of Health (NIH). NIH clinical research trials and you. https://www.nih.gov/health-information/nih-
clinical-research-trials-you. Last reviewed October 3, 2022. Accessed December 8, 2022. 

7. U.S. National Library of Medicine National Institutes of Health (NLM-NIH). Clinical Trials.gov Learn about clinical studies. 
https://clinicaltrials.gov/ct2/about-studies/learn. Last reviewed March 2019. Accessed December 8, 2022. 

8. US Food and Drug Administration (FDA). Inside clinical trials: testing medical products in people.  
https://www.fda.gov/Drugs/ResourcesForYou/Consumers/ucm143531.htm. Published November 6, 2014. Accessed 
December 8, 2022. 

 

History  

 

Date Comments 
03/18/05 Add to Administrative Section - New Policy 

05/10/05 Replace Policy and move to Medicine, sub-section Oncology - Policy title and policy 
number changed for clarification purposes. 

05/09/06 Replace Policy - Policy reviewed; no change to policy statement. 

05/08/07 Replace Policy - Policy reviewed; no changed to policy statement. 

01/08/08 Replace Policy - Policy updated with literature review. Policy statement clarified for 
ease of use, but no substantial change to criteria. Criteria for devices added. 
Description and Rationale revised. HCPCS codes added. 

06/10/08 Cross Reference Update - No other changes. 

01/13/09 Replace Policy - Policy statement and guidelines clarified to define routine costs 
eligible for coverage and costs not eligible for coverage. Intent of policy statement 
unchanged. 

10/13/09 Replace Policy - Benefit Application revised to include Oregon mandate to provide 
coverage for all clinical trials and links to AZ and OR mandates. 

01/12/10 Minor update - Note added at the top of the description section regarding Arizona 
and Oregon Members to view benefit application. 

08/10/10 Replace Policy - Benefit Application revised to add Alaska mandate for cancer clinical 
trials and delete Arizona mandate. 

10/12/10 Minor update - Benefit Application clarified regarding AK and OR mandates and self-
funded groups. 

09/15/11 Replace Policy – Policy reviewed; no change in policy statements. 

10/19/11 Related Policies updated; new title for 5.01.01. 

https://www.cancer.gov/about-cancer/treatment/clinical-trials/what-are-trials/where/clinical-center
https://www.nih.gov/health-information/nih-clinical-research-trials-you
https://www.nih.gov/health-information/nih-clinical-research-trials-you
https://clinicaltrials.gov/ct2/about-studies/learn
https://www.fda.gov/Drugs/ResourcesForYou/Consumers/ucm143531.htm
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Date Comments 
03/23/12 Replace Policy. Policy reviewed; no change in policy statements. 

11/13/12 Replace policy. Policy title changed to “Clinical Trials”. All references to “oncology” 
clinical trials changed to “Clinical Trials”. Policy statements revised to meet Washington 
state specific mandates, which require coverage of routine costs of all qualifying 
clinical trials phases I-IV when criteria are met. (The prior policy related only to clinical 
trials phase II-III). Used the PPACA definition of “life threatening condition”. Added 
statement about the PPACA to the benefit application section. Reference 1 added. 
Added code V70.7. Policy moved to the UM section of the Medical Policy classification 
index and renumbered; previously 2.03.503, the policy is now 11.01.503. 

08/16/13 Replace policy. Policy reviewed; no change in policy statements. 

11/20/13 Update Related Policies. Delete 5.01.01 and replace with 5.01.549. 

06/24/14 Update Related Policies. Add 8.01.530 and 8.01.531. 

09/03/14 Annual Review. Policy reviewed. Literature search through June 2014 did not prompt 
addition of new references. In Benefit Application section, the hyperlink to Oregon 
State law is revised. Policy Statement unchanged. 

10/23/14 Update Related Polices. Add 10.01.517. 

03/10/15 Annual Review. Search through January 2015 did not prompt addition of new 
references. Policy statement unchanged. Converted to Benefit Coverage Guideline, 
renumbered from 11.01.503 to 10.01.518. 

01/12/16 Annual Review. Policy reviewed. No references added. Guidelines statements 
unchanged. 

06/01/16 Interim Review, approved May 10, 2016. Policy updated to address coverage of 
complications resulting from participation in a clinical trial.  

08/09/16 Policy converted to new policy format; no changes in content or coverage. 

01/01/17 Annual Review Policy reviewed, reference added. Coverage statements unchanged. 

06/01/17 Minor update. Reformatted Coding section for clarification. 

08/01/17 Interim update, approved July 11, 2017. Policy clarification made; requirement for 
member consent form replaced with records demonstrating member agrees to 
participate in a clinical trial. No other changes. 

05/01/18 Annual Review, approved April 10, 2018. Updated policy with ACA requirements for 
clinical trials. Deleted CMS requirements and related definitions.  

03/01/19 Annual Review, approved February 25, 2019. References 4-8 added. Minor edits made 
for clarity; otherwise guideline statements unchanged. Added Q0 and Q1 modifier 
details. 

04/12/19 Minor update. Added note that this policy does not apply to the Federal Employee 
Program (FEP). 
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Date Comments 
03/01/20 Annual Review, approved February 4, 2020. Benefit coverage guideline reviewed. 

References updated. Guideline statement added for clarity: “Individual provides 
informed consent”; otherwise guideline statements remain unchanged. Removed 
HCPCS codes S9992, S9994, and S9996. 

02/01/21 Annual Review, approved January 21, 2021. Benefit coverage guideline reviewed. 
Guideline statements unchanged. 

02/01/22 Annual Review, approved January 24, 2022. Benefit coverage guideline reviewed. 
Guideline statements unchanged. 

02/01/23 Annual Review, approved January 10, 2023. Benefit coverage guideline reviewed. 
References updated. Added the term “signed” to criteria statement “the individual has 
provided signed informed consent.“ Changed the wording from "patient" to 
"individual" throughout the policy for standardization. 

 
Disclaimer: This medical policy is a guide in evaluating the medical necessity of a particular service or treatment. The 
Company adopts policies after careful review of published peer-reviewed scientific literature, national guidelines and 
local standards of practice. Since medical technology is constantly changing, the Company reserves the right to review 
and update policies as appropriate. Member contracts differ in their benefits. Always consult the member benefit 
booklet or contact a member service representative to determine coverage for a specific medical service or supply. 
CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). ©2023 Premera 
All Rights Reserved. 

Scope: Medical policies are systematically developed guidelines that serve as a resource for Company staff when 
determining coverage for specific medical procedures, drugs or devices. Coverage for medical services is subject to 
the limits and conditions of the member benefit plan. Members and their providers should consult the member 
benefit booklet or contact a customer service representative to determine whether there are any benefit limitations 
applicable to this service or supply. This medical policy does not apply to Medicare Advantage. 



Premera Blue Cross is an independent licensee of the Blue Cross Blue Shield Association serving businesses and residents of Alaska and Washington State, excluding Clark County.  
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Discrimination is Against the Law 

Premera Blue Cross (Premera) complies with applicable Federal and Washington state civil rights laws and does not discriminate on the basis of race, 
color, national origin, age, disability, sex, gender identity, or sexual orientation. Premera does not exclude people or treat them differently because of race, 
color, national origin, age, disability, sex, gender identity, or sexual orientation. Premera provides free aids and services to people with disabilities to 
communicate effectively with us, such as qualified sign language interpreters and written information in other formats (large print, audio, accessible 
electronic formats, other formats). Premera provides free language services to people whose primary language is not English, such as qualified interpreters 
and information written in other languages. If you need these services, contact the Civil Rights Coordinator. If you believe that Premera has failed to 
provide these services or discriminated in another way on the basis of race, color, national origin, age, disability, sex, gender identity, or sexual orientation, 
you can file a grievance with: Civil Rights Coordinator ─ Complaints and Appeals, PO Box 91102, Seattle, WA 98111, Toll free: 855-332-4535, Fax: 425-918-5592, 
TTY: 711, Email AppealsDepartmentInquiries@Premera.com. You can file a grievance in person or by mail, fax, or email. If you need help filing a 
grievance, the Civil Rights Coordinator is available to help you. You can also file a civil rights complaint with the U.S. Department of Health and Human 
Services, Office for Civil Rights, electronically through the Office for Civil Rights Complaint Portal, available at https://ocrportal.hhs.gov/ocr/portal/lobby.jsf, 
or by mail or phone at: U.S. Department of Health and Human Services, 200 Independence Ave SW, Room 509F, HHH Building, Washington, D.C. 20201, 
1-800-368-1019, 800-537-7697 (TDD). Complaint forms are available at http://www.hhs.gov/ocr/office/file/index.html.  

Washington residents: You can also file a civil rights complaint with the Washington State Office of the Insurance Commissioner, electronically through 
the Office of the Insurance Commissioner Complaint Portal available at https://www.insurance.wa.gov/file-complaint-or-check-your-complaint-status, or by 
phone at 800-562-6900, 360-586-0241 (TDD). Complaint forms are available at https://fortress.wa.gov/oic/onlineservices/cc/pub/complaintinformation.aspx.  

Alaska residents: Contact the Alaska Division of Insurance via email at insurance@alaska.gov, or by phone at 907-269-7900 or 1-800-INSURAK (in-state, 
outside Anchorage). 

Language Assistance 

ATENCIÓN: si habla español, tiene a su disposición servicios gratuitos de asistencia lingüística. Llame al 800-722-1471 (TTY: 711). 

PAUNAWA: Kung nagsasalita ka ng Tagalog, maaari kang gumamit ng mga serbisyo ng tulong sa wika nang walang bayad. Tumawag sa 800-722-1471 (TTY: 711). 

注意：如果您使用繁體中文，您可以免費獲得語言援助服務。請致電 800-722-1471 (TTY：711）。 

CHÚ Ý: Nếu bạn nói Tiếng Việt, có các dịch vụ hỗ trợ ngôn ngữ miễn phí dành cho bạn.  Gọi số 800-722-1471 (TTY: 711). 

주의: 한국어를 사용하시는 경우, 언어 지원 서비스를 무료로 이용하실 수 있습니다. 800-722-1471 (TTY: 711) 번으로 전화해 주십시오. 

ВНИМАНИЕ: Если вы говорите на русском языке, то вам доступны бесплатные услуги перевода. Звоните 800-722-1471 (телетайп: 711). 

LUS CEEV: Yog tias koj hais lus Hmoob, cov kev pab txog lus, muaj kev pab dawb rau koj. Hu rau 800-722-1471 (TTY: 711). 

MO LOU SILAFIA: Afai e te tautala  Gagana fa'a Sāmoa, o loo iai auaunaga  fesoasoan, e fai fua e leai se totogi, mo oe, Telefoni mai: 800-722-1471 (TTY: 711). 

ໂປດຊາບ: ຖ້າວ່າ ທ່ານເວ ້ າພາສາ ລາວ, ການບໍລິການຊ່ວຍເຫ ຼື ອດ້ານພາສາ, ໂດຍບ່ໍເສັຽຄ່າ, ແມ່ນມີພ້ອມໃຫ້ທ່ານ. ໂທຣ 800-722-1471 (TTY: 711). 

注意事項：日本語を話される場合、無料の言語支援をご利用いただけます。800-722-1471 （TTY:711）まで、お電話にてご連絡ください。 

PAKDAAR: Nu saritaem ti Ilocano, ti serbisyo para ti baddang ti lengguahe nga awanan bayadna, ket sidadaan para kenyam.  Awagan ti 800-722-1471 (TTY: 711). 

УВАГА! Якщо ви розмовляєте українською мовою, ви можете звернутися до безкоштовної служби мовної підтримки.  Телефонуйте за 

номером 800-722-1471 (телетайп:  711). 

ប្រយ័ត្ន៖  បរើសិនជាអ្នកនិយាយ ភាសាខ្មែរ, បសវាជំនួយខ្ននកភាសា បោយមិនគិត្ឈ្ន លួ គឺអាចមានសំរារ់រំបរ ើអ្នក។  ចូរ ទូរស័ព្ទ   800-722-1471 (TTY: 711)។ 

ማስታወሻ:  የሚናገሩት ቋንቋ ኣማርኛ ከሆነ የትርጉም እርዳታ ድርጅቶች፣ በነጻ ሊያግዝዎት ተዘጋጀተዋል፡ ወደ ሚከተለው ቁጥር ይደውሉ 800-722-1471 (መስማት ለተሳናቸው: 711). 

XIYYEEFFANNAA: Afaan dubbattu Oroomiffa, tajaajila gargaarsa afaanii, kanfaltiidhaan ala, ni argama. Bilbilaa 800-722-1471 (TTY: 711). 

 (. 711)رقم هاتف الصم والبكم:    800-722-1471:  إذا كنت تتحدث اذكر اللغة، فإن خدمات المساعدة اللغوية تتوافر لك بالمجان.  اتصل برقم  ملحوظة

ਧਿਆਨ ਧਿਓ: ਜੇ ਤੁਸੀਂ ਪੰਜਾਬੀ ਬੋਲਿੇ ਹ,ੋ ਤਾਂ ਭਾਸ਼ਾ ਧ ਿੱ ਚ ਸਹਾਇਤਾ ਸੇ ਾ ਤੁਹਾਡੇ ਲਈ ਮੁਫਤ ਉਪਲਬਿ ਹ।ੈ 800-722-1471 (TTY: 711) 'ਤ ੇਕਾਲ ਕਰੋ। 
เรียน: ถา้คุณพูดภาษาไทยคุณสามารถใชบ้ริการช่วยเหลือทางภาษาไดฟ้รี  โทร 800-722-1471 (TTY: 711). 

ACHTUNG: Wenn Sie Deutsch sprechen, stehen Ihnen kostenlos sprachliche Hilfsdienstleistungen zur Verfügung. Rufnummer: 800-722-1471 (TTY: 711). 

UWAGA: Jeżeli mówisz po polsku, możesz skorzystać z bezpłatnej pomocy językowej. Zadzwoń pod numer 800-722-1471 (TTY: 711). 

ATANSYON: Si w pale Kreyòl Ayisyen, gen sèvis èd pou lang ki disponib gratis pou ou.  Rele 800-722-1471 (TTY: 711). 

ATTENTION : Si vous parlez français, des services d'aide linguistique vous sont proposés gratuitement. Appelez le 800-722-1471 (ATS : 711). 

ATENÇÃO: Se fala português, encontram-se disponíveis serviços linguísticos, grátis.  Ligue para 800-722-1471 (TTY: 711). 

ATTENZIONE: In caso la lingua parlata sia l'italiano, sono disponibili servizi di assistenza linguistica gratuiti. Chiamare il numero  800-722-1471 (TTY: 711).  

 تماس بگیريد.   1471-722-800 (TTY: 711): اگر به زبان فارسی گفتگو می کنید، تسهیالت زبانی بصورت رايگان برای شما فراهم می باشد. با  توجه 
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