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Company Entities Supported (Select All that Apply): 
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X  Davis Vision 
(Collectively referred to as ‘Versant Health’ or ‘the Company’) 

 

ACRONYMS 

AAO American Academy of Ophthalmology® 

FDA U.S. Food and Drug Administration 

 

PURPOSE 

 
To provide the evaluation methodology for iris prosthesis. Applicable procedure codes are also 
defined. 
 

POLICY 

 
A.  SUMMARY 

 
Versant Health considers the use of prosthetic iris devices to be investigational.  There is 
insufficient evidence in the form of randomized clinical trials or high-quality meta-analysis 
to confirm safety, efficacy and improved health outcomes. 
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B. Methodology for evaluating medical necessity 
 

Articles from peer reviewed literature were evaluated, plus information from AAO, FDA, and 
the manufacturer. The organizing methodology to evaluate the quality of medical evidence is 
referenced by the American Academy of Ophthalmology (2020) and is consistent with the 
work of Guyatt in the 2008 GRADE study. It states that randomized, controlled, double 
masked studies and/or systematic reviews with meta-analysis provide the best evidence 
regarding the efficacy of any intervention.  Cohort studies, case-controlled studies, case 
series, and case reports provide lower levels of confidence in the efficacy of an intervention. 
The quality of the medical evidence will inform an evaluation of how this technology affects 
patient health outcomes, the magnitude of that effect and its applicability to clinical practice. 

 
C. Conclusion on medical necessity 

 
 The literature reviewed contained individual case reports, small case samples of non-

randomized retrospective and prospective cohort analyses.  There were no reports of 
randomized controlled clinical trials which were suitably masked.  Additionally, there were no 
reports in the peer review literature of meta-analyses or multicenter randomized trials.  For 
these reasons, Versant Health considers prosthetic iris devices to be investigational and 
may not be medically necessary.  

 
1. C1839 Iris prosthesis CustomFlex artificial iris – There is insufficient evidence based 

upon randomized controlled clinical trials and/or high-quality meta-analysis to 
demonstrate improved health outcomes. 

2. 0616T Insertion of iris prosthesis, including suture fixation and repair or 
removal of iris, when performed; without removal of crystalline lens or intraocular lens, 
without insertion of intraocular lens - There is insufficient evidence based upon 
randomized controlled clinical trials and/or high-quality meta-analysis to demonstrate 
improved health outcomes. 

3. 0617T as above + with removal of crystalline lens and insertion of 
intraocular lens - There is insufficient evidence based upon randomized controlled 
clinical trials and/or high quality meta-analysis to demonstrate improved health 
outcomes. 

4. 0618T as above + with secondary intraocular lens placement or intraocular 
lens exchange - There is insufficient evidence based upon randomized controlled 
clinical trials and/or high quality meta-analysis to demonstrate improved health 
outcomes. 

 

DISCLAIMER and COPYRIGHTS 

 

This policy is provided for information purposes only and does not constitute medical advice.  
Versant Health, Inc., and its affiliates (the “Company”) do not provide health care services and 
cannot guarantee any results or outcomes. Treating doctors are solely responsible for 
determining what services or treatments to provide to their patients. Patients (members) should 
always consult their doctor before making any decisions about medical care. 
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Subject to applicable law, compliance with this Clinical Policy is not a guarantee of coverage or 
payment. Coverage is based on the terms of an individual’s particular benefit plan document, 
which may not cover the service(s) or procedure(s) addressed in this Clinical Policy. The terms 
of the individual’s specific benefit plan are always determinative.  
 
Every effort has been made to ensure that the information in this clinical policy is accurate and 
complete, however the Company does not guarantee that there are no errors in this policy or 
that the display of this file on a website is without error. The company and its employees are not 
liable for any errors, omissions, or other inaccuracies in the information, product, or processes 
disclosed herein. Neither the company nor the employees represent that use of such 
information, products, or processes will infringe on privately owned rights. In no event shall the 
Company be liable for direct, indirect, special, incidental, or consequential damages arising out 
of the use of such information, product, or process. 
 
COMPANY’S COPYRIGHT STATEMENT Except for any copyrights described below, this 
Clinical Policy is confidential and proprietary, and no part of this Clinical Policy may be copied, 
distributed or used without Versant Health, or its applicable affiliates without express prior 
written approval.  
 
AMA COPYRIGHT STATEMENT CPT© 2002-2024 is the copyright of the American Medical 
Association. All Rights Reserved. CPT™ is a registered trademark of the American Medical 
Association. Applicable FARS/DFARS Apply to Government Use. Fee schedules, relative value 
units, conversion factors and/or related components are not assigned by the AMA, are not part 
of CPT, and the AMA is not recommending their use. The AMA does not directly or indirectly 
practice medicine or dispense medical services. The AMA assumes no liability for data 
contained or not contained herein.  
 

RELATED POLICIES AND PROCEDURES  

1346 Experimental & Investigational Services 

 
 

DOCUMENT HISTORY 

Approval Date Revision Effective Date 

07/07/2021 Initial policy; designates device as investigational and 
not medically necessary 

01/01/2022 

07/06/2022 

 

Annual review; no criteria changes. 08/01/2022 

 

07/12/2023 
 

Update procedures to investigational status; add new 
device C1839 Iris prosthesis 

10/01/2023 
 

07/10/2024 Annual review; no criteria changes. 09/01/2024 
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