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IMPORTANT REMINDER 

 
The Medicare Advantage Medical Policy manual is not intended to override the member Evidence of Coverage (EOC), which 
defines the insured’s benefits, nor is it intended to dictate how providers are to practice medicine. Physicians and other health 

care providers are expected to exercise their medical judgment in providing the most appropriate care for the individual 
member. 

 
The Medicare Advantage Medical Policies are designed to provide guidance regarding the decision-making process for the 
coverage or non-coverage of services or procedures in accordance with the member EOC and the Centers of Medicare and 

Medicaid Services (CMS) policies, when available. In the event of a conflict, applicable CMS policy or EOC language will take 
precedence over the Medicare Advantage Medical Policy. In the absence of CMS guidance for a requested service or 

procedure, the health plan may apply their Medical Policy Manual or MCGTM criteria, both of which are developed with an 
objective, evidence-based process using scientific evidence, current generally accepted standards of medical practice, and 

authoritative clinical practice guidelines. 
 

Medicare and EOCs exclude from coverage, among other things, services or procedures considered to be investigational, 
cosmetic, or not medically necessary, and in some cases, providers may bill members for these non-covered services or 

procedures. Providers are encouraged to inform members in advance when they may be financially responsible for the cost of 
non-covered or excluded services. 

 

DESCRIPTION 
Conventional pacemakers consist of two components: a pulse generator and electrodes (or 
leads). Although the efficacy and safety profile of conventional pacemakers are excellent, 
some patients are medically ineligible for conventional pacemakers due to lack of venous 
access and recurrent infection. Leadless pacemakers are single-unit devices that are 
implanted in the heart via femoral access. 
 

MEDICARE ADVANTAGE POLICY CRITERIA 
Note: See Regulatory Status below for Micra leadless pacemaker system contraindications. 
 

CMS Coverage Manuals* None 

National Coverage 
Determinations (NCDs)* 

Leadless Pacemakers (20.8.4) 
 

https://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=370&ncdver=1&DocID=20.8.4&bc=gAAAABAAAAAA&
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CMS covers leadless pacemakers when procedures are 
performed in approved studies. CMS will review studies to 
determine if they meet the criteria listed in the NCD. If CMS 
determines that the study meets the criteria, the study will be 
posted on CMS’ leadless pacemaker Coverage with Evidence 
Development web page.  According to NCD 20.8.4, leadless 
pacemakers are non-covered when furnished outside of a 
CMS approved CED study. 

 

POLICY GUIDELINES 
 
REQUIRED DOCUMENTATION  
 
The information below must be submitted for review to determine whether policy criteria are 
met. If any of these items are not submitted, it could impact our review and decision outcome: 
 

• History and Physical/Chart Notes 
• Documentation of symptoms, associated diagnoses and treatments 
• Name of Food and Drug Administration (FDA)-approved leadless device  
• Documentation that supports contraindication of placement of conventional single-

chamber ventricular pacemaker leads 
• Documentation of the coverage with evidence development (CED) study. This is a CMS 

requirement per the NCD 20.8.4. 
 
REGULATORY STATUS 
 
In April 2016, the Micra™ transcatheter pacing system (Medtronic) was approved by FDA 
through the premarket approval process for use in patients who have experienced one or more 
of the following conditions: 
 
• symptomatic paroxysmal or permanent high-grade arteriovenous block in the presence of 

atrial fibrillation 
• paroxysmal or permanent high-grade arteriovenous block in the absence of atrial fibrillation, 

as an alternative to dual-chamber pacing, when atrial lead placement is considered difficult, 
high risk, or not deemed necessary for effective therapy 

• symptomatic bradycardia-tachycardia syndrome or sinus node dysfunction (sinus 
bradycardia or sinus pauses), as an alternative to atrial or dual-chamber pacing, when atrial 
lead placement is considered difficult, high risk, or not deemed necessary for effective 
therapy. 

 

https://www.cms.gov/Medicare/Coverage/Coverage-with-Evidence-Development/Leadless-Pacemakers.html
https://www.cms.gov/Medicare/Coverage/Coverage-with-Evidence-Development/Leadless-Pacemakers.html
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Note, the fact a new service or procedure has been issued a CPT/HCPCS code or is FDA 
approved for a specific indication does not, in itself, make the procedure medically reasonable 
and necessary. The FDA determines safety and effectiveness of a device or drug, but does not 
establish medical necessity.  While Medicare may adopt FDA determinations regarding safety 
and effectiveness, Medicare or Medicare contractors evaluate whether or not the drug or 
device is reasonable and necessary for the Medicare population under §1862(a)(1)(A). 
 
Micra System Contraindications 
 
Devices 
 
As per the FDA label, the Micra Model MC1VR01 pacemaker is contraindicated for patients 
who have the following types of devices implanted: 
• An implanted device that would interfere with the implant of the Micra device in the 

judgment of the implanting physician 
• An implanted inferior vena cava filter 
• A mechanical tricuspid valve 
• An implanted cardiac device providing active cardiac therapy which may interfere with the 

sensing performance of the Micra device 
 
Conditions 
 
As per the FDA label, the Micra Model MC1VR01 pacemaker is also contraindicated for 
patients who have the following conditions: 
• Femoral venous anatomy unable to accommodate a 7.8 mm (23 French) introducer sheath 

or implant on the right side of the heart (for example, due to obstructions or severe 
tortuosity) 

• Morbid obesity that prevents the implanted device to obtain telemetry communication within 
<12.5 cm (4.9 in) 

• Known intolerance to titanium, titanium nitride, parylene C, primer for parylene C, polyether 
ether ketone, siloxane, nitinol, platinum, iridium, liquid silicone rubber, silicone medical 
adhesive, and heparin or sensitivity to contrast medical which cannot be adequately 
premedicated 

 
Other Contraindications 
 
As per the FDA label, the Micra Model MC1VR01 pacemaker should not be used in patients 
for whom a single dose of 1.0 mg dexamethasone acetate cannot be tolerated because the 
device contains a molded and cured mixture of dexamethasone acetate with the target dosage 
of 272 μg dexamethasone acetate. It is intended to deliver the steroid to reduce inflammation 
and fibrosis. 
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For the MRI contraindications for patients with a Micra MRI device, refer to the Medtronic MRI 
Technical Manual. 
 

CROSS REFERENCES 
Coverage with Evidence Development (CED) Studies and Registries, Medicine, Policy No. M-156 
 
Intracardiac Ischemia Monitoring, Surgery, Policy No. M-208 
 

REFERENCES 
1. MLN Matters® Number MM10117, Updated July 28, 2017 
2. Medicare Claims Processing Manual, Chapter 32 - Billing Requirements for Special 

Services, §380 - Leadless Pacemakers (and all related subsections) 
 

CODING 
Codes Number Description 
CPT 33274 Transcatheter insertion or replacement of permanent leadless pacemaker, 

right ventricular, including imaging guidance (eg, fluoroscopy, venous 
ultrasound, ventriculography, femoral venography) and device evaluation 
(eg, interrogation or programming), when performed 

 33275 Transcatheter removal of permanent leadless pacemaker, right ventricular, 
including imaging guidance (eg, fluoroscopy, venous ultrasound, 
ventriculography, femoral venography) and device evaluation (eg, 
interrogation or programming), when performed  

HCPCS None  
 

*IMPORTANT NOTE: Medicare Advantage medical policies use the most current Medicare references available at the time 
the policy was developed. Links to Medicare references will take viewers to external websites outside of the health plan's 
web control as these sites are not maintained by the health plan. 

 

med/m-med156.pdf
sur/m-sur208.pdf
https://www.cms.gov/Outreach-and-Education/Medicare-Learning-Network-MLN/MLNMattersArticles/downloads/MM10117.pdf
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/clm104c32.pdf
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