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SAMPLE PTAB with the DETOUR™ System AUTHORIZATION LETTER

Background:
Endologix is providing sample information to support you and your patient’s request for Authorization for PTAB.  The information is not intended to be used as a form letter.  Please customize the information to reflect the specific background, medical history, and diagnosis of your patient.  

You are responsible for the accuracy and appropriateness of the content of your communications with payers.  Also, there may be specific requirements by the payer that will need to be included.   

If you do incorporate any of the information provided, please make sure to delete any of the instructions, disclaimers, or logos so the payer or health plan does not misinterpret the source of the information. 

Instructions:

· Copy and paste the letter content beginning on the third (3rd) page onto physician practice letterhead or a blank sheet of paper.  

· Delete the first and second pages of this document containing the instructions, indications, and disclaimer.

· Fill in date, payer, and patient subscriber identifying information.  

· Provide a detailed description of patient clinical status and supporting information, attempted therapies, and rationale for PTAB with the DETOUR System (e.g., non-surgical candidate).

· Fill in comparative procedure charges, anticipated procedure date and location, your name, credentials, and contact information.

· Return all colored/italicized text to standard style print and delete any extraneous text.
[bookmark: _Hlk138681008]

INDICATIONS FOR USE:
The DETOUR™ System is indicated for use for percutaneous revascularization in patients with symptomatic femoropopliteal lesions from 200mm to 460mm in length with chronic total occlusions (100mm to 425mm) or diffuse stenosis >70% who may be considered suboptimal candidates for surgical or alternative endovascular treatments. The DETOUR™ System, or any of its components, is not for use in the coronary and cerebral vasculature.
 
CONTRAINDICATIONS:
The DETOUR™ System is contraindicated in patients with:
· A distal common femoral artery (CFA) <7 mm in diameter.
· Increased risk of deep vein thrombosis (DVT), such as patients with a recent history of DVT, thrombophilia, and disseminated malignancy.
· Untreated flow-limiting aortoiliac occlusive disease.
· Lack of patent single vessel tibial runoff to ankle.
· Known coagulopathy, bleeding diathesis, or thrombocytopenia that cannot be medically managed.
· Known hypersensitivities, allergies or contraindications to: Nitinol; PTFE; aspirin; heparin; antiplatelet; anticoagulant or thrombolytic therapy; or contrast media that cannot otherwise be medically managed.
 
Refer to Instructions for Use for more information concerning Indications, Contraindications, Specific Anatomic Considerations, Warnings, Precautions, and Adverse Events.
 
CAUTION: Federal (USA) law restricts this device to sale by or on the order of a physician. 
 
NOTE: Not all product components are available in every country. Please consult with your Endologix representative to confirm product availability.
 
Endologix® is a registered trademark of Endologix LLC in the United States, Europe and Japan. All other trademarks are the property of their respective owners.
 
©2025 Endologix LLC. All rights reserved.

The reimbursement information provided below has been obtained from third party sources and is intended to be used as a general source of information only. It does not cover all possible patient care situations, payer rules, or scenarios. It is solely the provider’s responsibility to determine the proper medical products and services to be provided to individual patients, and to report the procedures and codes, if any, that most appropriately describe the products or services rendered. Endologix does not promise or guarantee coverage or payment by Medicare or any other payers by providing this information. The information does not constitute legal advice and no warranty regarding the completeness or accuracy of the information is made or implied. The information provided is subject to change without notice as reimbursement laws, regulations, rules and policies change frequently. Providers must seek advice from Medicare and/or other specific payers to obtain the most accurate, current and appropriate information related to pre-authorization, coverage, billing and reimbursement. Endologix specifically disclaims and rejects any liability or responsibility for any actions or consequences resulting from the use of this information.



Date 
Payer  
Re: [Insert patient name and subscriber number] 

Dear Medical Director: 
Please consider this request for authorization of benefits to treat my patient, [insert patient name], who suffers from severe peripheral arterial disease. It is my clinical judgment that [insert patient name] is an ideal candidate for percutaneous transmural arterial bypass. 
I am seeking authorization for my patient. 
Patient History 
A problem-focused history and exam was performed. The findings of these test results support my request for treatment. 
·  [Insert patient name] presented to me with complaints of [insert detailed patient history with description of patient’s current condition including diagnosis, length of time problem has existed, current/ongoing complaints, and level of impairment evidenced by diagnostic tests, etc. Describe functional impairments, and how the patient’s condition has impacted their activities of daily life.] 
· Previous treatments efforts include: [indicate pharmaceutical therapy, procedures, and/or therapies attempted - include outcome of each treatment]. Despite these treatments and therapies, [insert patient name] remains symptomatic with claudication [insert specific symptoms here]. 

Proposed Treatment and Clinical Evidence
[bookmark: _Hlk131087418][bookmark: _Hlk131087449][bookmark: _Hlk131087671][bookmark: _Hlk131087631]Percutaneous transmural arterial bypass (PTAB) therapy, delivered by the Endologix DETOUR System is a percutaneous femoral-popliteal bypass for patients with severe peripheral arterial disease.  It uses the ENDOCROSS Device and TORUS Stent Grafts to bypass long femoropopliteal lesions, placing the stent grafts from the femoral artery into the femoral vein, and returning to the popliteal artery.  The DETOUR System is for percutaneous revascularization in patients with symptomatic femoropopliteal lesions from 200 mm to 460 mm in length in patients with chronic total occlusions (100 mm to 425 mm) or diffuse stenosis >70% who may be considered suboptimal candidates for surgical or alternative endovascular treatments. The DETOUR System, or any of its components, is not for use in the coronary and cerebral vasculature.   The DETOUR System was approved by FDA on 07 June 2023 (P210022). 
DETOUR1 Study – Clinical Summary
DETOUR1 Study is a prospective, single-arm, multi-center, international, pre-market clinical performance investigation evaluating the safety and performance of the PQ Bypass System (renamed the DETOUR System) to access, deliver guidewires and implant stent grafts for a percutaneous femoropopliteal (fem-pop) bypass.  There were 78 subjects enrolled in 8 international (non-US) sites who had atherosclerotic lesions of the native superficial femoral artery (SFA) or the superficial femoral or proximal popliteal arteries over 200mm.  The primary safety endpoint is freedom from a major adverse event (MAE) at 1-month post-procedure defined as: composite endpoint of death, target vessel revascularization (TVR), or Target Limb Amputation.  The primary performance endpoint is primary patency at 6 months, defined as no evidence of clinically significant stenosis (≥50%) within the stent graft or immediately above or below the treated arterial segment based on duplex ultrasound (PSVR of >2.5), with no clinically driven re-intervention within the stented segment.  The study duration extended through 3 years.
The average imaging core laboratory-measured lesion length was 371 ± 55 mm; 79 of 82 lesions (96%) were chronic total occlusions, and 55 of 82 lesions (67%) had severe calcification. The rates of technical success measured during the index procedure was 96% (79/82), with satisfactory delivery and deployment of the device. Procedural success, defined as technical success without MAE through the conclusion of the procedure was also 96% (79/82). Through 1 month, there were no deaths or amputations; CD-TVRs occurred in 2 of 81 limbs (3%), and freedom from MAEs was 98% (79/81). The 1-year Kaplan-Meier primary, assisted primary, and secondary patency rates were 81% ± 4%, 82% ± 4%, and 90% ± 3%, respectively. Through 1 year, the Kaplan-Meier estimates of freedom from stent graft thrombosis, CD-TVR, and MAE were 84% ± 4%, 85% ± 4%, and 84% ± 4%, respectively. At 1 year, the Rutherford Category improved in 77 of 80 limbs (96%), and 65 of 80 (81%) were asymptomatic. Deep venous thrombosis developed in 2 of 79 target limbs (3%) through 1 year, both at the femoropopliteal vein level. There were no pulmonary embolism events.

DETOUR2 Study – Clinical Summary
DETOUR2 Study is prospective, single-arm, multi-center, international clinical investigation to evaluate the safety and effectiveness of the DETOUR System to access, deliver guidewires, and implant stent grafts for a percutaneous femoropopliteal (fem-pop) bypass.  It was conducted under an IDE (Investigational Device Exemption) with the US FDA.  There were 202 subjects enrolled, with greater than 50% in the US, who had atherosclerotic lesions of the native superficial femoral artery (SFA) or the superficial femoral or proximal popliteal arteries.  The primary effectiveness endpoint is the absence of clinically driven target lesion revascularization and absence of recurrent target lesion diameter stenosis >50% through 1 year.  The primary safety endpoint is freedom from a major adverse event (MAE) at 30 days post-procedure defined as any occurrence of the following events: Death, Clinically Driven Target Lesion Revascularization (CD-TLR), Amputation of the Treated Limb, Symptomatic Deep Vein Thrombosis (DVT), Pulmonary Embolism, or procedure-related requiring any transfusion of packed red blood cells or surgery.  The study duration is three years.
202 patients were enrolled at 32 sites and 200 treated with the DETOUR System. The mean SFA lesion length was 32.7cm, of which 96% were CTO and 70% were severely calcified. Technical success was achieved in 100% of treated patients. The primary safety endpoint was met with a 30-day freedom from MAE rate of 93.0%. The 1-year effectiveness endpoint was similarly met, with 72.1% primary patency at 12 months and 58.2% primary patency at three years (compared to open bypass non-autologous graft at 46%).  Primary assisted and secondary patency were 77.7% and 89% respectively at 12 months.  Symptomatic DVT incidence was 4.1% at three years with no pulmonary emboli reported. Major Index Limb Amputations through three years was 1.5%. Freedom from CD-TLR was 66.8% at three years.  There was marked improvement in Quality of Life as measured by the EQ-5D-5L index. Mean index values of 0.69, 0.77, and 0.80, were seen at baseline, 30 days, and 12 months respectively.  Mean EQ VAS scores were 62.8, 72.1, and 70.5 over the same periods. 
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DETOUR2 Presentations
“Durability of Percutaneous Transmural Arterial Bypass for Treatment of Femoropopliteal Disease – Final Results of the DETOUR2 study” Presented at VIVA 2024 by Sean Lyden, MD
“Percutaneous Bypass for Treatment of Long-Segment Femoropopliteal Disease: 12 Month Results from the DETOUR 2 Trial” Presented at VAM 2022 by Sean Lyden, MD
“Percutaneous Bypass for Treatment of Femoropopliteal Disease: One-Year Outcomes of the DETOUR-2 Study” Presented at VIVA 2022 by Sean Lyden, MD
“Percutaneous (PQ) Transvenous Fempop PTFE Bypasses With The Torus 2 Device (Now From Endologix): How It Works And Status Of The DETOUR And TORUS Trials In The US: 1-Year Results” Presented at Veith 2022 by Sean Lyden, MD
[bookmark: _Hlk504992105]I believe PTAB is the best treatment for [insert patient name] because more invasive bypass therapy is not appropriate and [insert rationale, eg. efficacy in line with bypass with fewer adverse events such as reduced infection, need for transfusions and decreased length of inpatient stay.]
Coding and Charges 
The code to report the procedure is:
· [bookmark: _Hlk131087476]CPT code 0505T Endovenous femoral-popliteal arterial revascularization, with transcatheter placement of intravascular stent graft(s) and closure by any method, including percutaneous or open vascular access, ultrasound guidance for vascular access when performed, all catheterization(s) and intraprocedural roadmapping and imaging guidance necessary to complete the intervention, all associated radiological supervision and interpretation, when performed, with crossing of the occlusive lesion in an extraluminal fashion
My charge is $ [fill in your charge] based on the comparative procedure work to [insert procedure name/CPT code, for example, bypass graft with vein (35556) or synthetic (35656)]
This procedure was performed on [indicate procedure date] at [indicate site of service and name of facility where the procedure was performed]. 
Feel free to contact me if you would like additional information about the treatment or patient case. My contact information is: 
[Physician contact].
Sincerely,
[Name and credentials of treating surgeon]
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