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Dear Healthcare Professional,

 
The IpsiHand™ Upper Extremity Rehabilitation System (IpsiHand) is a therapeutic medical device used at-home 
by chronic stroke survivors to restore lost arm function.
 
IpsiHand is FDA-cleared, uses a non-invasive Brain Computer Interface (BCI) to promote Hebbian learning, and 
has been shown to be clinically effective regardless of severity of disability or time since stroke onset.

The documents contained in this packet are intended to simplify prescribing and completing insurance 
submissions for your patients, and include:

• An Introduction to IpsiHand and How IpsiHand Therapy Works
• Clinical Evidence and Patient Outcomes Overview
• Prescribing Requirements
• Important Safety Information and FDA Indication for Use
• Prescription Form Template
• Index of Clinical Studies

The Centers for Medicare and Medicaid Services (CMS) categorizes IpsiHand as Durable Medical Equipment 
and has established Healthcare Common Procedure Coding System (HCPCS) Level II code E0738 to describe 
IpsiHand (“Upper extremity rehabilitation system providing active assistance to facilitate muscle re-education, 
including microprocessor, all components and accessories”).

If you have any further questions or would like to discuss how IpsiHand can benefit your patients in more detail, 
please do not hesitate to contact us for further information. We are eager to partner with you to support your 
patients in their stroke recovery journey.

Best regards,

The Neurolutions Team

NPI Number: 1659070613
FDA De Novo Market Authorization Documents: Neurolutions.com/FDA 

Neurolutions, Inc.
7033 Hayvenhurst Ave

Van Nuys, CA 91406

Phone: 833-438-4774
Fax: 323-300-2410

insurance@neurolutions.com
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What is IpsiHand? 
 
IpsiHand is a class II medical device, available by prescription only, that consists of a dry electrode EEG headset, 
a hand-worn powered motion assist device, and a tablet computer containing therapy software.

IpsiHand is the first and only brain-computer-interface (BCI) controlled therapy to be awarded FDA authorization.

This breakthrough technology allows for delivery of thought-actuated therapy for chronic upper extremity 
disability in stroke patients, maintaining or increasing range of motion in the upper extremities. 

How Does IpsiHand’s Technology Work?  

IpsiHand works by promoting Hebbian learning — a process of synaptic plasticity, rewiring neurons and neuronal 
circuits by repeatedly firing them simultaneously. Stroke survivors who have lost function retain their ability to 
visualize and ‘intend’ to move; however, they are unable to realize movement due to the absence of a functional 
motor circuit. IpsiHand helps rebuild connections between cortical activation of the “intent to move” and 
movement by externally circumventing the impaired motor circuit. 

(1) The tablet prompts the patient to visualize hand movements; (2) the headset detects their intention to move 
non-invasively using EEG and instructs the handpiece to complete the intended motion; (3) the handpiece-
actuated motion is simultaneously observed and felt by the patient. 

IpsiHand is used at home, typically for 1 hour per day, 5 days per week. These sessions allow a patient's imagined 
motor movements to be repeatedly realized via the external prosthetic motor circuit, reconnecting intent with 
action. In function, the system provides therapy by coupling a temporary prosthetic motor circuit with a peripheral, 
proprioceptive sensory neurostimulation unlike any product that has come before it. 

Repeated therapy may improve motor function 
by strengthening connections and encouraging 
new pathways to healthy parts of the brain. 

What fires together, wires together.
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What Happens After a Patient is Prescribed IpsiHand?

Upon receipt of a valid prescription and insurance approval for coverage, the Neurolutions clinical staff works 
with the patient to schedule an EEG Signal Test and evaluate the patient’s motor intent signals. This crucial step 
ensures the patient is a suitable candidate capable of benefiting from the therapeutic advantages of IpsiHand. 

How is IpsiHand Administered?

IpsiHand is self-administered in the patient’s home five days per week as a one-hour therapy module.

What Clinical Evidence Backs IpsiHand?

100% of the patients in enrolled in IpsiHand clinical studies demonstrated improvement on the primary outcome 
measure. A total of 66.7% exceeded the minimal clinical important difference (MCID). The MCID is defined as 
either Action Research Arm Test (ARAT) improvement of 5.7 points or average Fugl-Meyer Upper Extremity 
(FMUE) improvement of 5.25 points.

Results of testing across 3 clinical studies and 40 total patients demonstrated that following 12-weeks of use of 
the Neurolutions System, chronic stroke survivors all showed increases in the mean change from their baseline 
scores on the primary outcome measure. 

Ten of the 40 patients were assessed utilizing ARAT as the primary outcome measure and the mean scores 
exceeded the MCID of 5.7 points. Thirty of the total 40 patients were assessed utilizing the FMUE assessment as 
the primary outcome measure. For 66.7% of these 30 patients, mean scores exceeded the MCID of 5.25 points. 
On average, the improvement on the FMUE was +7.77 points.

IpsiHand provides superior FMUE outcomes and outperforms standard care, achieving an average improvement 
of 7.7 FMUE points per 12 weeks. The minimal clinically important difference (MCID) for FMUE is +5.25, indicating 
significant clinical benefit. Clinical studies report no patient injury or adverse events.
 
Do Results Last After Use?

IpsiHand results are durable and retained. Six months after using IpsiHand, improvements in upper extremity 
function remained consistent. This sets IpsiHand apart from other rehabilitation technologies, which typically 
show no carryover in function.

(See our complete Index of Clinical Studies for more information)
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Prescribing Requirements 

Standard prescription and insurance forms are included on the following pages for your convenience and 
completion when prescribing the IpsiHand System for your patient:

Please send completed and signed Prescription Forms and submit completed Insurance Forms as well as a 
copy of the front and back of insurance cards to insurance@neurolutions.com or fax to (323) 300-2410.

Patient Selection Criteria

Indication for Use
• For chronic stroke patients (≥ six months post-stroke), age 18 or older, undergoing rehabilitation to facilitate 

muscle re-education and for maintaining or increasing range of motion in the upper extremity.

Contraindications
• Severe spasticity or rigid contractures in the wrist and/or digits
• Skull defects due to craniotomy or craniectomy

Prior Treatments & Physician Recommendation
• An EEG Signal Test and evaluation is performed on each patient prior to dispensing.

Neurolutions Customer Care Team

After receiving the completed documents, our team is committed to providing you and your patient the support 
needed throughout the entire care journey.  

Beginning with reimbursement, our team will be available to you and your patients. Upon insurance approval, 
Neurolutions will conduct an EEG signal test. During delivery, we will provide in-depth training and will continue 
to support your patient as they progress through therapy. 

If you or your staff have any questions about your patient’s IpsiHand prescription, please do not hesitate to 
contact our Customer Care team at 1-833-438-4774 or insurance@neurolutions.com.

We look forward to working together to provide the best possible care for your patient.

(Please find RX and insurance forms on the following pages)



IpsiHand Prescription & Assessment Form
Fax to 323-300-2410 or email to Rx@neurolutions.com   |

Order Date:

FIRST NAME: LAST NAME:

ADDRESS: CITY: STATE: ZIP:

PATIENT INFORMATION

REQUIRED ATTACHMENTS: Relevant medical records

BELOW THIS LINE TO BE COMPLETED BY HEALTHCARE PROVIDER ONLY

Diagnoses: (List ICD-10 codes for primary and secondary diagnoses)

Rx: EEG Assessment to Determine Qualification for IpsiHand Device (CPT: 95812)

Rx: IpsiHand Upper Extremity Rehabilitation System (HCPCS: E0738)

The EEG Signal Test evaluates whether a patient's brain signals are suitable for controlling the IpsiHand device.

Therapies or treatments tried and/or considered  (Check all that apply)

History of Rehabilitation Therapy: The last time the patient completed occupational therapy or physical therapy in an outpatient setting focused on 
upper extremity function was

Reasons why the therapies or treatments failed, are contraindicated or inappropriate (Check all that apply):

Physician HIPAA Authorization (For Neurolutions Patient Insurance Support Program)
By signing this prescription, I attest and certify that:
• The patient indicated herein has requested that Neurolutions provide insurance support services
• The information and documentation provided is accurate and complete to the best of my knowledge
• This information is provided as an information service only
• Neurolutions assumes no responsibility for and does not guarantee the quality, scope or availability of reimbursement support 
• These patient support services have no independent value to providers 
• I acknowledge that Neurolutions will collect and have on file a signed copy of a current and complete patient HIPAA authorization form, 

permitting this office to share the patient’s protected health information with Neurolutions

2.1.

Occupational and/or Physical Therapy Program

Limited Mobility & Strength – Impaired coordination and 
muscle weakness restrict functional movement.

Decreased Functional Use – Requires assistance for ADLs due to upper 
extremity limitations.

Poor Motor Control – Deficits in coordination, planning, 
and sequencing hinder independence.

Therapy Plateau – No significant improvement despite 
prior interventions.

Pharmacological Management (Spasticity Management)

Currently in Active PT/OT Never Completed

PHONE: EMAIL:

OTHER NAMES USED: DATE OF STROKE:

DATE OF BIRTH:

CLINIC NAME CONTACT NAME

Other

Date:

PHONE FAX

MEDICAL NECESSITY ASSESSMENT: This information must be supported in the patient’s medical record and a 
copy of the record must accompany this prescription.

Phone: 833-438-4774    Fax: 323-300-2410    7033 Hayvenhurst Ave, Van Nuys, CA 91406     insurance@neurolutions.com

PHYSICIAN SIGNATURE

PHYSICIAN NAME [PRINT]

DATE

NPI

EMAIL

TAX ID

F:M:

Check affected upper extremity: Left Right

ADDRESS: CITY: STATE: ZIP:

PRESCRIPTION AUTHORIZATIONS

(IF APPLICABLE)



Code: ICD-10 CM Diagnosis Code Description
I69.031 Monoplegia of upper limb following nontraumatic subarachnoid hemorrhage affecting right dominant side
I69.032 Monoplegia of upper limb following nontraumatic subarachnoid hemorrhage affecting left dominant side
I69.033 Monoplegia of upper limb following nontraumatic subarachnoid hemorrhage affecting right non-dominant side
I69.034 Monoplegia of upper limb following nontraumatic subarachnoid hemorrhage affecting left non-dominant side
I69.051 Hemiplegia and hemiparesis following nontraumatic subarachnoid hemorrhage affecting right dominant side
I69.052 Hemiplegia and hemiparesis following nontraumatic subarachnoid hemorrhage affecting left dominant side
I69.053 Hemiplegia and hemiparesis following nontraumatic subarachnoid hemorrhage affecting right non-dominant side
I69.054 Hemiplegia and hemiparesis following nontraumatic subarachnoid hemorrhage affecting left non-dominant side
I69.131 Monoplegia of upper limb following nontraumatic intracerebral hemorrhage affecting right dominant side
I69.132 Monoplegia of upper limb following nontraumatic intracerebral hemorrhage affecting left dominant side
I69.133 Monoplegia of upper limb following nontraumatic intracerebral hemorrhage affecting right non-dominant side
I69.134 Monoplegia of upper limb following nontraumatic intracerebral hemorrhage affecting left non-dominant side
I69.151 Hemiplegia and hemiparesis following nontraumatic intracerebral hemorrhage affecting right dominant side
I69.152 Hemiplegia and hemiparesis following nontraumatic intracerebral hemorrhage affecting left dominant side
I69.153 Hemiplegia and hemiparesis following nontraumatic intracerebral hemorrhage affecting right non-dominant side
I69.154 Hemiplegia and hemiparesis following nontraumatic intracerebral hemorrhage affecting left non-dominant side
I69.231 Monoplegia of upper limb following other nontraumatic intracranial hemorrhage affecting right dominant side
I69.232 Monoplegia of upper limb following other nontraumatic intracranial hemorrhage affecting left dominant side
I69.233 Monoplegia of upper limb following other nontraumatic intracranial hemorrhage affecting right non-dominant side
I69.234 Monoplegia of upper limb following other nontraumatic intracranial hemorrhage affecting left non-dominant side
I69.251 Hemiplegia and hemiparesis following other nontraumatic intracranial hemorrhage affecting right dominant side
I69.252 Hemiplegia and hemiparesis following other nontraumatic intracranial hemorrhage affecting left dominant side
I69.253 Hemiplegia and hemiparesis following other nontraumatic intracranial hemorrhage affecting right non-dominant side
I69.254 Hemiplegia and hemiparesis following other nontraumatic intracranial hemorrhage affecting left non-dominant side
I69.331 Monoplegia of upper limb following cerebral infarction affecting right dominant side
I69.332 Monoplegia of upper limb following cerebral infarction affecting left dominant side
I69.333 Monoplegia of upper limb following cerebral infarction affecting right non-dominant side
I69.334 Monoplegia of upper limb following cerebral infarction affecting left non-dominant side
I69.351 Hemiplegia and hemiparesis following cerebral infarction affecting right dominant side
I69.352 Hemiplegia and hemiparesis following cerebral infarction affecting left dominant side
I69.353 Hemiplegia and hemiparesis following cerebral infarction affecting right non-dominant side
I69.354 Hemiplegia and hemiparesis following cerebral infarction affecting left non-dominant side
I69.831 Monoplegia of upper limb following other cerebrovascular disease affecting right dominant side
I69.832 Monoplegia of upper limb following other cerebrovascular disease affecting left dominant side
I69.833 Monoplegia of upper limb following other cerebrovascular disease affecting right non-dominant side
I69.834 Monoplegia of upper limb following other cerebrovascular disease affecting left non-dominant side
I69.851 Hemiplegia and hemiparesis following other cerebrovascular disease affecting right dominant side
I69.852 Hemiplegia and hemiparesis following other cerebrovascular disease affecting left dominant side
I69.853 Hemiplegia and hemiparesis following other cerebrovascular disease affecting right non-dominant side
I69.854 Hemiplegia and hemiparesis following other cerebrovascular disease affecting left non-dominant side

IpsiHand ICD-10-CM1 Diagnosis Coding Guide
IpsiHand is indicated for use in chronic stroke patients (≥ 6 months post-stroke) age 18 or older undergoing stroke 
rehabilitation, to facilitate muscle re-education and for maintaining or increasing range of motion in the upper extremity. 
The following possible ICD-10-CM diagnosis codes are used to report upper limb deficits in patients who may be eligible 
to receive treatment with the IpsiHand system.

1 https://www.cms.gov/medicare/coding-billing/icd-10-codes/2024-icd-10-cm
Disclaimer: This information is provided by Neurolutions for reimbursement informational purposes only. This is not an affirmative instruction as to which codes and modifiers to use for a 
particular service or item. Any coding, coverage, and payment information contained herein is gathered from various resources and is subject to change without notice. It is always the provider’s 
responsibility to determine medical necessity, the proper site for delivery of any services and to submit appropriate codes, charges, and modifiers for services that are rendered. Neurolutions 
recommends that you consult with your payers, reimbursement specialists, and/or legal counsel regarding coding, coverage, and reimbursement matters.
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https://www.cms.gov/medicare/coding-billing/icd-10-codes/2024-icd-10-cm
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By signing below, I certify that:

• I would like to enroll in the Neurolutions patient insurance support program and authorize Neurolutions 
to help me determine whether I can receive insurance coverage for the IpsiHand Device.

• This information is provided as an information service only. Neurolutions assumes no responsibility 
for and does not guarantee the quality, scope or availability of its assistance with insurance coverage 
for the IpsiHand device.

Patient Signature:                       Date:  
                                (If personal representative, indicate authority to sign on behalf of patient)
        

REMAINDER OF PAGE INTENTIONALLY LEFT BLANK

Patient Enrollment and Consent 
Please Read and Sign Below:



Phone: 833-438-4774    Fax: 323-300-2410    7033 Hayvenhurst Ave, Van Nuys, CA 91406     insurance@neurolutions.com

HIPAA Authorization Form for the Disclosure of Patient Information
For Neurolutions Patient Insurance Support Program

Neurolutions assists patients in obtaining insurance coverage and reimbursement for the IpsiHand device. In 
order to provide these services, Neurolutions must obtain and share certain information about you from your 
doctor, other health care providers, and each of your health insurers.

Please complete this authorization, sign and date it, and return it to your doctor as well as Neurolutions 
Insurance Support at  insurance@neurolutions.com or fax to (323) 300-2410.

By signing below, I hereby authorize each of my doctors, and other health care providers and each of my health 
insurers to disclose to Neurolutions my protected health information, including but not limited to information 
related to:

• My medical condition and medical treatment
• My social security number
• My address and telephone number
• Information about my health insurance coverage, including my insurance identifiers

Further, I authorize Neurolutions to receive, access, obtain, use, disclose, share and maintain my protected health 
information, including, but not limited to, the information described above, in order to assist me in obtaining 
insurance coverage and reimbursement for the IpsiHand device, including contacting me to the extent necessary.

By signing this authorization, I understand the following:
• That information disclosed under this authorization might be disclosed and this redisclosure may no longer 

be protected by federal privacy laws.
• That I am not required to sign this authorization. My choice about whether to sign will not change the way my 

healthcare providers or insurers treat me.
• If I refuse to sign this authorization, I understand that this means I will not be able to receive the reimbursement 

support services described herein.
• This authorization will last until I am no longer receiving reimbursement support services from Neurolutions.
• I give Neurolutions the right to bill for and receive insurance payments for my medical care, and I direct my 

insurance company and any other entity paying for my medical care (“my insurer”) to pay IpsiHand directly 
for the system. I agree to forward all payments to Neurolutions if my insurer or other responsible party pays 
me directly. I will be responsible for any applicable co-insurance, copayments, or private pay amounts not 
covered by my insurance provider. 

I understand that I may revoke this authorization at any time by mailing a letter to a doctor or other health care 
providers by contacting my health insurers. However, I cannot cancel actions that have already been taken by 
relying on this authorization.

Patient Signature:                       Date:  
                                                    (If personal representative, indicate authority to sign on behalf of patient)

Patient Name (Printed):   



Phone: 833-438-4774    Fax: 323-300-2410    7033 Hayvenhurst Ave, Van Nuys, CA 91406     insurance@neurolutions.com

HIPAA Authorization Form: Physician Section of Application
For Neurolutions Patient Insurance Support Program

FIRST NAME: ___________________________________ LAST NAME: ___________________________________________________

ADDRESS: ________________________________________________________ CITY: ___________________________________ STATE: _________

PRACTICE NAME: ___________________________________

PHONE:_____________________________ FAX:_____________________________ZIP:_________________

By signing below, I attest and certify that:
• The patient indicated herein has requested that Neurolutions provide insurance support services.
• The information and documentation provided is accurate and complete to the best of my knowledge.
• This information is provided as an information service only. Neurolutions assumes no responsibility for and 

does not guarantee the quality, scope or availability of the reimbursement support services.
• These patient support services have no independent value to providers.
• I acknowledge that the patient has provided this office with a signed copy of a current and complete HIPAA 

Authorization form permitting this office to share the patient’s protected health information with Neurolutions.

Physician Signature:                       Date:  

Please complete this authorization, sign and date it, and return it to Neurolutions Insurance Support at  
insurance@neurolutions.com or fax to (323) 300-2410.

Reminder: Please do not send in patient health information without a valid HIPAA Authorization Form on record.

PHYSICIAN'S NPI: ___________________________________

PRIMARY CONTACT AT PHYSICIAN'S OFFICE:______________________________________________________________________

EMAIL:____________________________________________________________________ PHONE:_____________________________
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Neurolutions IpsiHand™ - Request for Prior Authorization

Medical Necessity and Clinical Efficacy: IpsiHand is the only clinically-proven, non-invasive, at-home therapeutic 
solution for upper extremity rehabilitation and is the most appropriate option to improve a patient’s functional 
abilities well beyond the capabilities of standard care. 

Indication for Use
• For chronic stroke patients (≥ six months post-stroke), age 18 or older, undergoing rehabilitation to facilitate 

muscle re-education and for maintaining or increasing range of motion in the upper extremity

Contraindications
• Severe spasticity or rigid contractures in the wrist and/or digits
• Skull defects due to craniotomy or craniectomy

Prerequisite Criteria
• An EEG Signal Test and evaluation is performed on each patient prior to dispensing.

Clinical Efficacy and Safety
• Superior UEFM Outcomes: The device outperforms standard care, achieving an average improvement of 

7.7 UEFM points per twelve weeks. The minimal clinically important difference (MCID) for UEFM is +5.25, 
indicating significant clinical benefit.

• Durable and Retained Gains: Functional improvements extend to the hand, wrist, and arm, and are retained 
post-therapy, signifying durable, long-term benefits.

• Zero Adverse Events: Clinical studies report no patient injury or adverse event profile.

Mechanism of Action & Neuroplasticity
• There are portions of the brain involved with same sided limb movements, or ipsilateral motor movements. 

These are preserved in the setting of a stroke. The IpsiHand detects these signals non-invasively on the 
ipsilateral side of the brain with the EEG Headset where electrodes are placed on the scalp. 

• Next, the ipsilateral signal is then decoded by a brain-computer interface device and relayed to the Handpiece 
and the tablet. The Tablet guides the user through visual images of a hand on the screen so the individual can 
engage in action-observation and motor imagery as they visualize opening and closing their affected hand. 

• Reset in Phase Amplitude Coupling: The therapy induces significant changes in phase amplitude coupling 
between theta and gamma rhythms, directly correlating with motor recovery.

Patient Population and Home-Based Therapy
• Addresses Underserved Population: Indicated for chronic stroke patients (≥ six months poststroke) aged 18 

or older, it serves an often-neglected demographic with limited therapeutic options.
• Self-Administered Home Therapy: IpsiHand offers the convenience of self-administered, home-based 

therapy, requiring just one-hour modules five days per week.

If you or your staff have any questions about your patient’s IpsiHand prescription, please do not hesitate to 
contact our Customer Care team at 1-833-438-4774 or insurance@neurolutions.com.
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Letter of Medical Necessity Guide

Below is a guide to assist in drafting a comprehensive letter of medical necessity for your patient. Ensure to include 
as much detail as possible for the items below:

Patient Information
• Full Name, Date of Birth, Diagnosis
• Include a medical history to include the date of stroke and the amount of time post-stroke
• Describe the patient’s upper extremity hemiparesis, hemiplegia and how that impacts their ADLs

Alternative Treatments – List prior courses of rehabilitation and duration
• Physical Therapy
• Occupational Therapy
• List any other treatments completed to assist in improving motor function of their upper extremity

Clinical Rationale
• Documentation that the patient is considered to be in the chronic stage of their recovery
• FDA Indication for Use
• Ensure the patient aligns with the Indication for Use, and document as such.

Assessment of Contraindications – Confirm that your patient does not have an contraindications that would 
prohibit the from using the IpsiHand system. Contraindications stated below:
• Severe spasticity or rigid contractures in the wrist and/or digits
• Skull defects due to craniotomy or craniectomy

Clinical Evidence
• An Executive Summary and index of clinical studies are included in this packet to assist in documenting 

clinical evidence in your letter of medical necessity
• For complete details, please review any of the clinical studies listed on the IpsiHand clinical Studies index

Current Clinical Assessment of your Patient
• Document assessment as treating physician in a face-to-face or telehealth visit
• Current Fugl-Meyer Score for the upper extremity, if possible
• Range of Motion Measurements of the affected upper extremity, if possible
• ADL Impairment (requires assistance with e.g. bathing, dressing, grasping objects, hygiene, oral care, etc.)

Expected Outcomes
• Include that given the patient clinical presentation, alignment with the indications you would anticipate motor 

improvement of the affected upper extremity and increased independence in the management of ADLs

(Please see Sample Letter of Medical Necessity on the following pages)
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Sample Letter Of Medical Necessity
[Date]
ATTN: [Contact Title/Medical Director] [Contact Name  (if available)]
[Payer Name]
[Address] 
[City, State, Zip]

Re: Prior Authorization for the The IpsiHand™ Upper Extremity Rehabilitation System (IpsiHand)

Device HCPCS Code: HCPCS E0738: Upper extremity rehabilitation system providing active assistance to facilitate muscle re-education, include 
microprocessor, all components and accessories

Patient Name: [Patient First and Last Name]
Date  of Birth: [MM/DD/YYYY]
Subscriber ID Number:  [Insurance ID Number] 
Subscriber Group  Number:  [Insurance Group Number] 
Case ID Number:  [Case ID Number]
Dates of Service: [Dates]

Dear [Contact Name],

I am writing on behalf of my patient, [Patient First and Last Name], to document the medical necessity for treatment with IpsiHand. This letter provides 
information about the patient’s medical history, rationale for the treatment, plan, and summary. 

Patient’s Medical History 
[Patient Name] has been diagnosed with [condition] as of [date]. They have been in my care since [date], having been referred to me by [referring 
physician name] for [reason].

Rationale for Treatment
[Summary of the rationale for treatment with IpsiHand should include a brief description of the patient’s diagnosis, the severity of the patient’s 
condition, prior treatments, durations, and responses, the rationale for discontinuation, as well as other factors or, underlying health issues  that have 
affected prior treatment selection. Also include the impact on the beneficiary’s and caregiver’s life. Note the limitations without the requested device].

Treatment plan
In April 2020, the FDA classified IpsiHand as a breakthrough device and subsequently granted a De Novo market authorization in 2022, making 
IpsiHand the first brain-computer-interface (BCI) controlled therapy to be awarded an FDA market authorization. IpsiHand is indicated for use in 
chronic stroke patients (≥ six months post-stroke), age 18 or older, undergoing rehabilitation to facilitate muscle re-education and for maintaining or 
increasing range of motion in the upper extremity. 

IpsiHand is a prescription-only class-II medical device that consists of a dry electrode EEG headset, a hand-worn powered motion assist device, and a 
tablet computer containing therapy software. The tablet prompts the patient to visualize hand movements; the headset detects their intention to move 
non-invasively using EEG and instructs the handpiece to complete the intended motion; the handpiece-actuated motion is simultaneously observed 
and felt by the patient. This thought-actuated therapy is self-administered in the patient’s home five days per week as a one-hour therapy module. 

For stroke survivors like [patient name] who retain their ability to intend to move, but are unable to do so due to the absence of a functional motor 
circuit, IpsiHand delivers clinically-proven therapeutic benefits beyond the capabilities of standard care through Hebbian learning, a process of synaptic 
plasticity, rewiring neurons and neuronal circuits by repeatedly firing them simultaneously while externally circumventing the impaired motor circuit, 
helping rebuild connections between cortical activation of the intent to move and realized movement. [Include specific benefits resulting increased 
function and other physical or quality of life benefits that support the use of IpsiHand in this specific case].

Summary
In summary, IpsiHand is the only clinically-proven, non-invasive, at-home therapeutic solution for upper extremity rehabilitation and is the most 
appropriate option to improve this patient’s functional abilities. I believe IpsiHand is appropriate and medically necessary for this patient and request 
that you provide coverage for this treatment. If you have any further questions about this matter, please get in touch with me at [Physician Phone 
Number] or via email at [Physician email]. Thank you for your time and consideration.

Sincerely,
[Physician Name and Credentials]

Enclosures
[List enclosures, which may include the letter of medical necessity, prescribing information, clinical notes/medical records, test results, executive 
summary/relevant peer-reviewed articles, and FDA-approved letter for the device.]

Scan here for editable Word version or visit 
neurolutions.com/clinical-resources 
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