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Item 8.01. Other Events.
                     
As previously reported, on December 6, 2022, Hyperfine, Inc. (the “Company”) received written notice (the “Notice”) from the Listing Qualifications 
Department (the “Staff”) of The Nasdaq Stock Market LLC (“Nasdaq”) notifying the Company that, because the closing bid price for the Company’s Class 
A common stock, par value $0.0001 per share (the “Common Stock”), had fallen below $1.00 per share for 30 consecutive business days, the Company 
was not in compliance with the minimum bid price requirement for continued inclusion on The Nasdaq Global Market pursuant to Nasdaq Listing Rule 
5450(a)(1) (the “Bid Price Requirement”).
  
On February 16, 2023, the Company received a letter from the Staff of Nasdaq indicating that it has regained compliance with the Bid Price Requirement 
and this matter is now closed.
  
In addition, on February 21, 2023, the Company issued a press release announcing that it received CE marking of its Swoop® Portable MR 
Imaging®System in the European Union. A copy of the press release is attached hereto as Exhibit 99.1 and is incorporated herein by reference.
 
Item 9.01. Financial Statements and Exhibits.
 
 (d)          Exhibits.
Exhibit No.  Description
99.1  Press Release, dated February 21, 2023
104  Cover Page Interactive Data File (embedded within the Inline XBRL document)
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Hyperfine, Inc. Swoop® Portable MR Imaging® System Receives CE Marking A�er Mee�ng Comprehensive 

New EU MDR Regula�ons
 

CE Marking for the company’s portable MRI system with AI-powered imaging so�ware demonstrates that the system complies with 
safety and performance requirements in the EU and provides the company op�onality for future expansion beyond the current 

commercial focus 
 

GUILFORD, CT – February 21, 2023 — Hyperfine, Inc. (Nasdaq: HYPR), the groundbreaking medical device company that created the 
Swoop® system, the world's first FDA-cleared portable MRI system, today announced CE Marking for the product. While the company 
will maintain its commercial focus in the U.S. in 2023, CE Marking opens the door for poten�al future commercial expansion into the 
European Economic Area (EEA).
 
To receive CE Marking, medical device companies must comply with the European Commission Regula�on (EU) No. 2017/745, 
commonly known as the Medical Device Regula�on (MDR). EU MDR dictates the European distribu�on of medical devices, and 
compliance is mandatory to legally market and sell products in the EEA. Recent MDR mandates have raised the bar for manufacturers, 
requiring them to meet more stringent guidelines, and placing increased importance on a Clinical Evalua�on Report (CER), a detailed 
analysis of clinical data about a medical device to support safety and performance.
 
“Receiving CE marking for our portable MRI system with AI-powered imaging so�ware is a significant achievement for our company and 
enables opportuni�es for future geographic expansion beyond our current commercial focus in the United States,” stated Maria Sainz, 
president and CEO of Hyperfine, Inc. “The standard for bringing medical devices to market in the EU has become significantly more 
stringent under the new MDR regula�ons, and we are proud to have accomplished compliance with these demanding standards.”
 
For more informa�on about the Swoop® Portable MR Imaging® System, please visit h�p://www.hyperfine.io.
 
About Hyperfine, Inc. and the Swoop® Portable MR Imaging® System
Hyperfine, Inc. (NASDAQ: HYPR) is the groundbreaking medical technology company that created the Swoop® system, the world’s first 
FDA-cleared portable magne�c resonance imaging (MRI) system capable of providing neuroimaging at the point of care. The Swoop® 
system received ini�al U.S. Food and Drug Administra�on (FDA) clearance in 2020 as a bedside magne�c resonance imaging device for 
producing images that display the internal structure of the head where full diagnos�c examina�on is not clinically prac�cal. When 
interpreted by a trained physician, these images provide informa�on that can be useful in determining a diagnosis. The Swoop® system 
has been approved for brain imaging in several countries, including Canada and Australia, has UKCA cer�fica�on in the United Kingdom, 
CE cer�fica�on in the European Union, and is also available in New Zealand and Pakistan. 
 
The mission of Hyperfine, Inc. is to revolu�onize pa�ent care globally through transforma�onal, accessible, clinically relevant diagnos�c 
imaging, and data solu�ons. Founded by Dr. Jonathan Rothberg in a technology-based incubator called 4Catalyzer, Hyperfine, Inc. 
scien�sts, engineers, and physicists developed the Swoop® system out of a passion for redefining brain imaging methodology and how 
clinicians can apply accessible diagnos�c imaging to pa�ent care. Tradi�onally, access to costly, 



 
sta�onary, conven�onal MRI technology can be inconvenient or not available when needed most. With the portable, ultra-low-field 
Swoop® system, Hyperfine, Inc. is redefining the neuroimaging workflow by bringing brain imaging to the pa�ent’s bedside. For more 
informa�on, visit hyperfine.io.
 
Hyperfine, Swoop, and Portable MR Imaging are registered trademarks of Hyperfine, Inc.
 
Forward-Looking Statements
This press release includes “forward-looking statements” within the meaning of the “safe harbor” provisions of the Private Securi�es 
Li�ga�on Reform Act of 1995. Hyperfine, Inc. (“the Company”)’s actual results may differ from its expecta�ons, es�mates and 
projec�ons and consequently, you should not rely on these forward-looking statements as predic�ons of future events. Words such as 
“expect,” “es�mate,” “project,” “budget,” “forecast,” “an�cipate,” “intend,” “plan,” “may,” “will,” “could,” “should,” “believes,” “predicts,” 
“poten�al,” “con�nue,” and similar expressions (or the nega�ve versions of such words or expressions) are intended to iden�fy such 
forward-looking statements. These forward-looking statements include, without limita�on, expecta�ons about the Company’s 
commercial plans, the benefits of the Company’s products and services, and the Company’s future performance and its ability to 
implement its strategy. These forward-looking statements involve significant risks and uncertain�es that could cause the actual results to 
differ materially from the expected results. Most of these factors are outside of the Company’s control and are difficult to predict. 
Factors that may cause such differences include, but are not limited to: the success, cost and �ming of the Company’s product 
development and commercializa�on ac�vi�es, including the degree that the Swoop® system is accepted and used by healthcare 
professionals; the impact of COVID-19 on the Company’s business; the inability to maintain the lis�ng of the Company’s Class A common 
stock on the Nasdaq; the inability to recognize the an�cipated benefits of the business combina�on, which may be affected by, among 
other things, compe��on and the Company’s ability to grow and manage growth profitably and retain its key employees; changes in 
applicable laws or regula�ons; the inability of the Company to raise financing in the future; the inability of the Company to obtain and 
maintain regulatory clearance or approval for its products, and any related restric�ons and limita�ons of any cleared or approved 
product; the inability of the Company to iden�fy, in-license or acquire addi�onal technology; the inability of the Company to maintain its 
exis�ng or future license, manufacturing, supply and distribu�on agreements and to obtain adequate supply of its products; the inability 
of the Company to compete with other companies currently marke�ng or engaged in the development of products and services that the 
Company is currently marke�ng or developing; the size and growth poten�al of the markets for the Company’s products and services, 
and its ability to serve those markets, either alone or in partnership with others; the pricing of the Company’s products and services and 
reimbursement for medical procedures conducted using the Company’s products and services; the Company’s es�mates regarding 
expenses, future revenue, capital requirements and needs for addi�onal financing; Company’s financial performance; and other risks 
and uncertain�es indicated from �me to �me in Company’s filings with the Securi�es and Exchange Commission, including those under 
“Risk Factors” therein. Company cau�ons readers that the foregoing list of factors is not exclusive and that readers should not place 
undue reliance upon any forward-looking statements, which speak only as of the date made. The Company does not undertake or accept 
any obliga�on or undertaking to release publicly any updates or revisions to any forward-looking statements to reflect any change in its 
expecta�ons or any change in events, condi�ons or circumstances on which any such statement is based.
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