IACBE Fall Case Competition 2019
Project: Munevo Go-To-Market Strategy

Case Objectives

• Analyze the market size for the number of people that require a
special control wheelchair such as Munevo DRIVE.

• Report key foundations and institutions that work on key diseases
or conditions that lead to the need of specially controlled power
wheelchairs.

• Assess key U.S. hospitals and departments that work with
patients needing a wheelchair.

• Assess the distribution system and relevant players that work
with medical devices, including specialty wheelchairs.

• Bonus: Find the required steps that are needed to have the
product reimbursed by U.S. public healthcare.

Disease Prevalence
• Multiple sclerosis aﬀects about 400,000 people in the United States, and
about 2 1/2 million worldwide. In the United States, the prevalence of the
condition — that is, the number of people who have it compared with the
general population — is nearly 90 cases per 100,000 people. (Multiple
Sclerosis Statistics - Multiple Sclerosis News Today, 2017)
• Approximately 5,000 people in the U.S. are diagnosed with ALS each
year. The incidence of ALS is two per 100,000 people, and it is estimated
that at least 16,000 Americans may be living with ALS at any given time.
About 90 percent of ALS cases occur without family history (Facts You
Should Know, 2019)

Key Foundations and Institutions
• American Spinal Injury Association (ASIA)
• North American organization that is

dedicated to spinal cord injury care, research
and education

• Promotes research that aims at preventing
SCI, improve care, and help ﬁnd cures to
acute/chronic SCI

• American Spinal Research Organization (ASRO)
• Canadian/American research organization
• Keeps up-to-date with the latest clinical trials,
research, and advocacy updates

Key Foundations and Institutions Cont..
• Multiple Sclerosis Foundation (MS Focus)
• Aims to provide the support, education, and assistance
that is needed to adapt to these diﬃcult circumstances

• This foundation has aﬃliations with seven big agencies
that help MS Focus access more resources for their
clients

• The ALS Association
• Only national non-proﬁt organization that leads in
global research

• Fostering government partnerships, enhance quality of
life, and search for novel treatment and cures

U.S. Healthcare Market
• Approximately 6 million power wheelchair users in the U.S.
• Each year more than 10,000 people require a special control for their
wheelchair
• In 2018, 1.825 million wheelchair users were age 65+
• 17.4% of working age wheelchair users were employed
• An expected $3.9 billion in 2018, in the power wheelchair market due to
the large need among the baby boomer generation (Wheelchair Facts,
Numbers and Figures [Infographic], 2015).

U.S. Healthcare Market
The U.S healthcare market may seem complex to foreign companies
hoping to enter the medical device market. The market itself primarily
consists of two main health insurance sanctions..

Government

Private Insurers

FDA Approval
The most important step for entering your
product into the U.S medical device
market

FDA approval consists of:

• Determining what class your product aligns
with (most likely Class II)

• Filling out appropriate paperwork per the
class (510k Premarket Notiﬁcation)

• Find a product already approved by the FDA
with substantial equivalence

Key Hospitals and Departments
• Shriner’s Hospitals for Children- 22 main locations across the country/ St.
Jude Children’s Research Hospitals- 8 locations across the country

• Department of Defense/Veteran’s Administration (Military-speciﬁc/located
at every base in the world)

• Hospital Corporations of America (HCA)- 166 locations
• Universal Health Services, Inc.- 350+ locations

Distribution and Suppliers
Top Wheelchair Manufacturers in the U.S. (2018)
21st Century Scientiﬁc Inc.

Invacare Corp.

Ottobock Healthcare GmbH

Permobil AB

Pride Mobility Products Corp.
Sunrise Medical Inc.

GF health Products, Inc.

Hoveround Corp.

Levo.AG

Medical Depot Inc.

Merits Health Products Co. LTD.

Meyra Wilhelm Meyer GmgH & Co. KG

Healthcare Reimbursement
Easiest route would be to target Medicare. Generally, once
Medicare approves a product, private insurance companies
follow (Medpac Report 2017)

Route for Medicare Approval

• Completing an application for national coverage determination (NCD)
• Highly recommended to give heads up to bureau before submitted
(Federal Register Notice 2017)

• This is done by an informal conference call with the Coverage and
Analysis Group (CAG) within the Center for Clinical Standards and Quality
Control (CSSQ)

•

Contact Information: Tamara Jensen, Director of CAG
E-mail: tamara.syrekjensen@cms.hhs.gov

NCD Outline Here

Largest U.S. Health Insurance Companies

Product Reimbursement

• Part 1: Getting a Certiﬁcate of Necessity.
• Need Medicare, Part B coverage.
• Talk with your doctor for availability.
• Part 2: Getting your wheelchair.

• Make sure you have Part B deductible.
• Know how much you need to pay, sometimes it is 20%.
• Find a supplier approved by Medicare.
• Are you eligible for Competitive Bidding Program?
Contact a supplier; you will have 45 days after obtaining the Certiﬁcate of
Necessity in order to make your purchase.

RECOMENDATIONS

• Applying for FDA approval prior to contacting distributors and
suppliers

• Look into e-commerce marketing
• Consider supplying to rehabilitation services and those specializing in
physical therapy /homecare

• Look into attending U.S. conferences/conventions1 –
demo/networking

• Website- consider moving your awards to the main page; changing
the colors of your social media icons so they ‘pop’
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