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Non-Discrimination Statement and Multi-Language Interpreter Services information are located at 
the end of this document. 
 
Coverage for services, procedures, medical devices and drugs are dependent upon benefit 
eligibility as outlined in the member's specific benefit plan. This Evidence-Based Criteria must be 
read in its entirety to determine coverage eligibility, if any. 
 
This Evidence-Based Criteria provides information related to coverage determinations only and 
does not imply that a service or treatment is clinically appropriate or inappropriate. The provider 
and the member are responsible for all decisions regarding the appropriateness of care. Providers 
should provide BCBSAZ complete medical rationale when requesting any exceptions to these 
guidelines. 
 
The section identified as “Description” defines or describes a service, procedure, medical device 
or drug and is in no way intended as a statement of medical necessity and/or coverage. 
 
The section identified as “Criteria” defines criteria to determine whether a service, procedure, 
medical device or drug is considered medically necessary or experimental or investigational. 
 
State or federal mandates, e.g., FEP program, may dictate that any drug, device or biological 
product approved by the U.S. Food and Drug Administration (FDA) may not be considered 
experimental or investigational and thus the drug, device or biological product may be assessed 
only on the basis of medical necessity. 
 
Evidence-Based Criteria are subject to change as new information becomes available. 
 
For purposes of this Evidence-Based Criteria, the terms "experimental" and "investigational" are 
considered to be interchangeable. 
 
BLUE CROSS®, BLUE SHIELD® and the Cross and Shield Symbols are registered service marks 
of the Blue Cross and Blue Shield Association, an association of independent Blue Cross and 
Blue Shield Plans. All other trademarks and service marks contained in this guideline are the 
property of their respective owners, which are not affiliated with BCBSAZ. 
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Description:  
 
Optical Coherence Tomography (OCT) is an imaging technique that uses near-infrared light to image the 
coronary arteries and has been proposed as an alternative to intravascular ultrasound (IVUS). OCT has 
higher resolution than IVUS but more shallow penetration of tissue. OCT has been investigated in the 
evaluation of coronary artery plaques for risk stratification, as an adjunct to percutaneous coronary 
intervention (PCI) and for follow-up evaluation of stent placement.  
 
Several optical coherence tomography systems have been cleared for marketing through the U.S. Food 
and Drug Administration (FDA) 510(k) process. FDA approved devices include the following: 
 
▪ C7 XRTM Imaging System  
▪ C7 XRTM Imaging System with Fractional Flow Reserve  
▪ Gentuity® HF-OCT Imaging System  
▪ HyperVue™ Imaging System  
▪ ILUMIEN OPTIS™  
▪ OPTIS™ Integrated System  
▪ OPTIS™ Mobile System  
▪ OPTIS™ Next Imaging System  
▪ OPTIS™ Systems  
▪ SpectraWAVE Imaging System  
 
 
Criteria:  
 
 Optical Coherence Tomography (OCT) is considered experimental or investigational when any 

ONE or more of the following criteria are met:  
 

1. Lack of final approval from the appropriate governmental regulatory bodies (e.g., Food and Drug 
Administration); or 

2. Insufficient scientific evidence to permit conclusions concerning the effect on health outcomes; or 
3. Insufficient evidence to support improvement of the net health outcome; or 
4. Insufficient evidence to support improvement of the net health outcome as much as, or more 

than, established alternatives; or 
5. Insufficient evidence to support improvement outside the investigational setting. 
 
These indications include, but are not limited to:   

 
▪ As an adjunct to percutaneous coronary interventions with stenting 
▪ Risk stratification of intracoronary atherosclerotic plaques 
▪ Follow-up evaluation of stenting 
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Resources:  
 
Literature reviewed 09/03/24. We do not include marketing materials, poster boards and non-
published literature in our review. 
 
Resources prior to 09/03/24 may be requested from the BCBSAZ Medical Policy and Technology 
Research Department. 
 
1. Abbott JD, Cutlip D. Percutaneous coronary intervention with intracoronary stents: Overview. In: 

Dardas TF, ed. UpToDate. UpToDate; 2024. Accessed August 6, 2024. 
https://www.uptodate.com/contents/percutaneous-coronary-intervention-with-intracoronary-
stents-overview 

 
2. Akase H, Okamura T, Nagoshi R, et al. Risk Assessment of Side Branch Compromise After 

Coronary Bifurcation Stenting - A Substudy of the 3D-OCT Bifurcation Registry. Circ J. May 24 
2024;88(6):959-969. doi:10.1253/circj.CJ-22-0723 

 
3. Ali ZA, Landmesser U, Maehara A, et al. OCT-Guided vs Angiography-Guided Coronary Stent 

Implantation in Complex Lesions: An ILUMIEN IV Substudy. Journal of the American College of 
Cardiology. Jul 23 2024;84(4):368-378. doi:10.1016/j.jacc.2024.04.037 

 
4. Aurigemma C, Ding D, Tu S, et al. Three-Year Clinical Impact of Murray Law-Based Quantitative 

Flow Ratio and OCT- or FFR-Guidance in Angiographically Intermediate Coronary Lesions. Circ 
Cardiovasc Interv. May 2024;17(5):e013191. doi:10.1161/circinterventions.123.013191 

 
5. Dall'Orto CC, Ferreira Lopes RP, Eurípedes LV, Pinto Filho GV, da Silva MR. Acute Coronary 

Syndrome with Non-Obstructive Plaque on Angiography and Features of Vulnerable Plaque on 
Intracoronary Optical Coherence Tomography. Diagnostics (Basel). Oct 3 
2023;13(19)doi:10.3390/diagnostics13193118 

 
6. Garcia-Garcia HM, Waksman R, Melaku GD, et al. Temporal changes in coronary plaque as 

assessed by an artificial intelligence-based optical coherence tomography: from the first-in-
human trial on DREAMS 3G scaffold. European heart journal cardiovascular Imaging. Mar 27 
2024;25(4):491-497. doi:10.1093/ehjci/jead299 

 
7. Imamura M, Yunoki K, Miyahara K, Oka T. Unusual optical coherence tomography findings 

resembling sea anemone tentacles after orbital atherectomy for nodular calcification lesions in a 
haemodialysis patient: a case report. Eur Heart J Case Rep. Mar 2024;8(3):ytae095. 
doi:10.1093/ehjcr/ytae095 

 
8. Los J, Mensink FB, Mohammadnia N, et al. Invasive coronary imaging of inflammation to further 

characterize high-risk lesions: what options do we have? Front Cardiovasc Med. 
2024;11:1352025. doi:10.3389/fcvm.2024.1352025 
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9. Poon EKW, Wu X, Dijkstra J, et al. Angiography and optical coherence tomography derived shear 

stress: are they equivalent in my opinion? Int J Cardiovasc Imaging. Oct 2023;39(10):1953-1961. 
doi:10.1007/s10554-023-02949-0 

 
10. Sreenivasan J, Reddy RK, Jamil Y, et al. Intravascular Imaging-Guided Versus Angiography-

Guided Percutaneous Coronary Intervention: A Systematic Review and Meta-Analysis of 
Randomized Trials. J Am Heart Assoc. Jan 16 2024;13(2):e031111. 
doi:10.1161/jaha.123.031111 

 
11. U.S. Food & Drug Administration (FDA). OPTIS Mobile System 510(k) Summary. 2023. Accessed 

August 7, 2024. https://www.accessdata.fda.gov/cdrh_docs/pdf23/K232386.pdf 
 
12. U.S. Food & Drug Administration (FDA). OPTIS Mobile System 510(k) Summary. 2015. Accessed 

August 7, 2024. https://www.accessdata.fda.gov/cdrh_docs/pdf15/K152120.pdf 
 
13. U.S. Food & Drug Administration (FDA). HyperVue Imaging System 510(k) Summary. 2023. 

Accessed August 7, 2024. https://www.accessdata.fda.gov/cdrh_docs/pdf23/K230691.pdf 
 
14. U.S. Food & Drug Administration (FDA). SpectraWAVE Imaging System 510(k) Summary. 2023. 

Accessed August 7, 2024. https://www.accessdata.fda.gov/cdrh_docs/pdf22/K221257.pdf 
 
15. U.S. Food & Drug Administration (FDA). OPTIS Next Imaging System 510(k) Summary. 2021. 

Accessed August 7, 2024. https://www.accessdata.fda.gov/cdrh_docs/pdf21/K210458.pdf 
 
16. U.S. Food & Drug Administration (FDA). Gentuity HF-OCT Imaging System 510(k) Summary. 

2020. Accessed August 7, 2024. https://www.accessdata.fda.gov/cdrh_docs/pdf19/K192922.pdf 
 
17. U.S. Food & Drug Administration (FDA). OPTIS Systems 510(k) Summary. 2019. Accessed 

August 7, 2024. https://www.accessdata.fda.gov/cdrh_docs/pdf18/K183320.pdf 
 
18. U.S. Food & Drug Administration (FDA). OPTIS Integrated System 510(k) Summary. 2015. 

Accessed August 7, 2024. https://www.accessdata.fda.gov/cdrh_docs/pdf15/K151286.pdf 
 
19. U.S. Food & Drug Administration (FDA). ILUMIEN OPTIS 510(k) Summary. 2015. Accessed 

August 7, 2024. https://www.accessdata.fda.gov/cdrh_docs/pdf15/K150878.pdf 
 
20. U.S. Food & Drug Administration (FDA). C7 XR Imaging System with Fractional Flow Reserve 

510(k) Summary. Updated 2011. Accessed August 7, 2024. https://www.accessdata.fda.gov/ 
cdrh_docs/pdf11/K111201.pdf 

 
21. U.S. Food & Drug Administration (FDA). C7 XR Imaging System 510(k) Summary. 2010. 

Accessed August 7, 2024. https://www.accessdata.fda.gov/cdrh_docs/pdf9/K093857.pdf 
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22. Weissman NJ, Muhlestein JB. Intravascular ultrasound, optical coherence tomography, and 

angioscopy of coronary circulation. In: Dardas TF, ed. UpToDate. UpToDate; 2024. Accessed 
August 6, 2024. https://www.uptodate.com/contents/intravascular-ultrasound-optical-coherence-
tomography-and-angioscopy-of-coronary-circulation 

 
 
Coding:  
 
CPT: 92978, 92979 
 
CPT copyright 2023 American Medical Association. All rights reserved. CPT® is a registered trademark of 
the American Medical Association.  
 
 
History: Date: Activity: 
   
Medical Policy Panel 09/03/24 Review with revisions 
Medical Director (Dr. Raja, Dr. 
Sutanto) 

08/01/24 Review with no revisions 

Medical Policy Panel (ad hoc) 09/28/23 Review with revisions 
 
 
Policy Revisions: 
 
09/03/24 Updated: Description section; Resource section 
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Non-Discrimination Statement: 
 
Blue Cross Blue Shield of Arizona (BCBSAZ) complies with applicable Federal civil rights laws 
and does not discriminate on the basis of race, color, national origin, age, disability or sex. 
BCBSAZ provides appropriate free aids and services, such as qualified interpreters and written 
information in other formats, to people with disabilities to communicate effectively with us. 
BCBSAZ also 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, call (602) 864-4884 for Spanish and (877) 475-4799 for all other languages and other aids 
and services. 
 
If you believe that BCBSAZ has failed to provide these services or discriminated in another way 
on the basis of race, color, national origin, age, disability or sex, you can file a grievance with: 
BCBSAZ’s Civil Rights Coordinator, Attn: Civil Rights Coordinator, Blue Cross Blue Shield of 
Arizona, P.O. Box 13466, Phoenix, AZ 85002-3466, (602) 864-2288, TTY/TDD (602) 864-4823, 
crc@azblue.com. You can file a grievance in person or by mail or email. If you need help filing a 
grievance BCBSAZ’s 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 Avenue SW., Room 509F, HHH Building, Washington, DC 
20201, 1–800–368–1019, 800–537–7697 (TDD). Complaint forms are available at 
http://www.hhs.gov/ocr/office/file/index.html 
 
Multi-Language Interpreter Services: 
 

 
  

mailto:crc@azblue.com
https://ocrportal.hhs.gov/ocr/portal/lobby.jsf
http://www.hhs.gov/ocr/office/file/ind
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Multi-Language Interpreter Services: 
 

 


