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CLINICAL & PROFESSIONAL RESOURCES

DME & Coverage Pathway Guide
A responsible ordering and supplier-readiness framework that separates clinical
need, regulatory status, benefit-category analysis, coding, documentation,
coverage, payment, and fulfillment.

Designed for Treating providers, patients and caregivers, DME/DMEPOS suppliers, payer teams, and
health-system operations leaders.

Regulatory
status

FDA 510(k) pending. ISO Metrik has not received FDA clearance for the proposed clinical uses
described in this resource. This document is for professional education and pathway planning;
it is not authorization to market, ship, prescribe, bill, or use an investigational device.
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Current public status
FDA status

510(k) pending. ISO Metrik has not received FDA clearance
for the proposed clinical uses described in this resource.

Benefit category

This resource does not state that ISO Metrik currently
qualifies for the Medicare DME benefit category.

HCPCS coding

ISO Metrik does not currently have a dedicated HCPCS Level
II code. A code does not itself determine coverage or
payment.

Coverage and payment

No payer coverage, authorization, allowable amount, or
payment is guaranteed. Rules are plan, item, indication,
supplier, and date specific.

Commercial
fulfillment
gate

FDA states that a submitter may not market a device requiring 510(k) clearance until FDA
issues a substantial-equivalence order. FDA: Premarket Notification 510(k)

Different questions, different decision-makers
● The treating practitioner determines the clinical need and supplies relevant medical-record support.

● The supplier evaluates item status, coding, payer rules, documentation, authorization, fulfillment, and proof
of delivery.

● The payer applies the member's benefit, coverage policy, contract, medical-necessity rules, and claim edits.

● ISO Metrik supplies accurate product, regulatory, labeling, training, and program-readiness information.

https://www.fda.gov/medical-devices/premarket-submissions-selecting-and-preparing-correct-submission/premarket-notification-510k
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Seven-step ordering pathway
01 Provider evaluation

The treating provider identifies the diagnosis or condition, functional limitation, examination findings, precautions,
goals, and whether an item order is clinically appropriate.

02 Order or prescription

The authorized treating practitioner completes a signed and dated order containing the item description, quantity
when applicable, and other elements required by the supplier and payer.

03 Required documentation

Relevant medical-necessity records, evaluation findings, treatment history, and payer-specific forms are transmitted
through an approved secure channel.

04 Benefits and coverage verification

The supplier reviews eligibility, network status, benefit category, exclusions, authorization rules, deductible,
coinsurance, and possible patient responsibility. Verification is not a guarantee of payment.

05 DME processing

The supplier confirms regulatory and supplier prerequisites, coding, documentation completeness, prior authorization
when required, and the appropriate covered, noncovered, or self-pay pathway.

06 Fulfillment and proof of delivery

Only after applicable requirements are satisfied and financial terms are accepted does the supplier coordinate
delivery, device accountability, required records, and proof of delivery.

07 Provider-guided use and follow-up

A trained provider manages fit, education, exercise parameters, safety, reassessment, continued need, and any
replacement-supply plan within the applicable care pathway.
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Documentation and order readiness
Requirements differ by payer and item. CMS identifies general Medicare DMEPOS documentation concepts that
can help teams structure a readiness review, but this resource does not determine that ISO Metrik is a
Medicare-covered DMEPOS item.

Standard written order

CMS identifies a written order or prescription from the
treating practitioner as a condition for payment for claims
billed to Medicare. Required elements and timing must be
checked.

Medical-record support

Records should support the condition, functional limitation,
examination, medical necessity, treatment history,
continued need or use when applicable, and the ordered
item.

Correct coding

The supplier applies current coding instructions. Coding is
not itself a coverage or payment methodology.

Proof of delivery

The supplier maintains delivery documentation and any
required acceptance, device-accountability, or replacement
records.

Additional requirements

Some items may require a face-to-face encounter, prior
authorization, a written order before delivery, or
payer-specific forms.

Privacy

Patient orders and medical records move only through the
supplier and provider's approved secure process, never a
public website form or general email.

Official CMS references
● DMEPOS General Documentation Requirements

● DMEPOS Order Requirements

● CMS Coding Overview

● CMS DME Criteria

https://www.cms.gov/training-education/medicare-learning-networkr-mln/compliance/medicare-provider-compliance-tips/dmepos-general-documentation-requirements
https://www.cms.gov/data-research/monitoring-programs/medicare-fee-service-compliance-programs/medical-review-and-education/dmepos-order-requirements
https://www.cms.gov/cms-guide-medical-technology-companies-and-other-interested-parties/coding/overview-coding-classification-systems
https://www.cms.gov/medicare/payment/fee-schedules/durable-medical-equipment-prosthetic-devices-prosthetics-orthotics-supplies/dme-supplies-accessories-used-dme
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Supplier and payer review checklist
Regulatory readiness

Confirm lawful commercial status, current labeling,
authorized distribution, quality requirements, complaint
handling, and any investigation boundary.

Product and coding review

Review product description, components, useful life,
repeated use, home-use facts, replacement items, code
options, modifiers, and payer instructions.

Supplier readiness

Confirm enrollment, licensure, accreditation, contracts,
intake, documentation, authorization, inventory, delivery,
returns, complaints, and record retention.

Clinical-service alignment

Define provider qualifications, training, evaluation, fitting,
patient education, follow-up, adverse-response escalation,
and ongoing documentation.

Member communication

State coverage uncertainty, authorization status, estimated
responsibility, noncovered or self-pay terms, assignment,
returns, and complaint routes before fulfillment.

Audit trail

Retain the order, records, verification, authorization, coding
rationale, financial acknowledgment, delivery record,
education record, and follow-up documentation as required.

No promise of
reimbursemen
t

An order, code, eligibility check, prior authorization, or benefits quote does not guarantee
coverage or payment. Final responsibility depends on the applicable benefit, policy, claim,
contract, supplier participation, and payer determination.

DME/DMEPOS partner pathway

01 Program inquiry

Share organization, service area, supplier status, payer focus, clinical partners, and the purpose of the review -
without patient information.

02 Readiness review

Evaluate regulatory, product, benefit-category, coding, documentation, supplier, training, privacy, fulfillment, and
quality prerequisites.

03 Controlled implementation

Proceed only when commercial, supplier, payer, contractual, training, and operational gates are satisfied and
documented.

Supplier enrollment reference: CMS DMEPOS Supplier Enrollment

https://www.cms.gov/medicare/enrollment-renewal/providers-suppliers/durable-medical-equipment-prosthetics-orthotics-supplies-dmepos
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Discuss DME/DMEPOS readiness
Use the public inquiry pathway for professional contact and program questions. Do not send patient names,
dates of birth, records, images, or other protected health information through public forms, general email, or
the website AI assistant.

Professional
contact

ISO Metrik Solutions, Inc.
5505 Peachtree Dunwoody Road, Suite 640
Atlanta, GA 30342

Phone: (678) 632-3735
Email: info@isometrik.com
Web: isometriktherapy.com

Public pathway links
● Clinical Evidence

● Training & Certification

● Refer or Prescribe

● DME & Coverage

● Clinical Pilot

● Provider & Clinic Sign In

Use boundary This resource does not replace current product labeling, instructions for use, professional
training, licensure, medical judgment, payer policy, supplier requirements, institutional review,
or applicable law. Individual clinical and reimbursement decisions belong to the responsible
provider, institution, supplier, and payer.

https://www.isometriktherapy.com/
https://www.isometriktherapy.com/clinical-evidence/
https://www.isometriktherapy.com/training/
https://www.isometriktherapy.com/refer-or-prescribe/
https://www.isometriktherapy.com/dme-coverage/
https://www.isometriktherapy.com/clinical-pilot/
https://www.isometriktherapy.com/provider-login/

