
 
 

UNITED STATES
SECURITIES AND EXCHANGE COMMISSION

WASHINGTON, D.C. 20549
 

FORM 8-K
 

CURRENT REPORT

Pursuant to Section 13 or 15(d) of the Securities Exchange Act of 1934

Date of Report (Date of earliest event reported): March 26, 2020
 

INTELLIA THERAPEUTICS, INC.
(Exact name of Registrant as Specified in Its Charter)

 

 
Delaware 001-37766 36-4785571

(State or Other Jurisdiction
of Incorporation) (Commission File Number)

(IRS Employer
Identification No.)

   
40 Erie Street, Suite 130

Cambridge, Massachusetts
 

02139
(Address of Principal Executive Offices)  (Zip Code)

Registrant’s Telephone Number, Including Area Code: (857) 285-6200

Not Applicable
(Former Name or Former Address, if Changed Since Last Report)

 

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the
following provisions:
 
☐ Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)

☐ Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)

☐ Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))

☐ Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))

Securities registered pursuant to Section 12(b) of the Act:
 

Title of each class  
Trading

Symbol(s)  Name of each exchange on which registered
Common Stock (Par Value $0.0001)  NTLA  The Nasdaq Global Market

Indicate by check mark whether the registrant is an emerging growth company as defined in Rule 405 of the Securities Act of 1933 (§ 230.405 of this
chapter) or Rule 12b-2 of the Securities Exchange Act of 1934 (§ 240.12b-2 of this chapter).

Emerging growth company ☐

If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended transition period for complying with any new
or revised financial accounting standards provided pursuant to Section 13(a) of the Exchange Act. ☐
 

 



 

Item 8.01 Other Events

The spread of SARS-CoV-2, which causes coronavirus disease 2019 (COVID-19) in the United States and globally, as well as the actions of Intellia
Therapeutics, Inc. (the “Company”), to protect the health of its employees, and their families and communities, create a number of risks and uncertainties to
the Company’s business which could have a material adverse effect on its business, results of operations and financial condition. As a result, the Company
is supplementing the risk factors previously disclosed in Item 1A of its Annual Report on Form 10-K for the year ended December 31, 2019 filed with the
Securities and Exchange Commission on February 27, 2020 to add the following new risk factor:

Business interruptions resulting from the coronavirus disease 2019 (COVID-19) outbreak or similar public health crises could cause a disruption of
the development of our product candidates and adversely impact our business.
 

Public health crises such as pandemics or similar outbreaks could adversely impact our business. In December 2019, a novel strain of a virus named SARS-
CoV-2 (severe acute respiratory syndrome coronavirus 2), or coronavirus, which causes coronavirus disease 2019, or COVID-19, surfaced in Wuhan, China
and has reached multiple other regions and countries, including Cambridge, Massachusetts where our primary office and laboratory space is located.  The
COVID-19 pandemic is evolving, and to date has led to the implementation of various responses, including government-imposed quarantines, travel
restrictions and other public health safety measures, as well as reported adverse impacts on healthcare resources, facilities and providers, in Massachusetts,
across the United States and in other countries. The extent to which COVID-19 impacts our operations or those of our third-party partners will depend on
future developments, which are highly uncertain and cannot be predicted with confidence, including the duration of the outbreak, additional or modified
government actions, new information that will emerge concerning the severity and impact of COVID-19 and the actions to contain COVID-19 or address
its impact in the short and long term, among others.

Additionally, timely completion of preclinical activities and initiation of planned clinical trials is dependent upon the availability of, for example,
preclinical and clinical trial sites, researchers and investigators, regulatory agency personnel, and materials, which may be adversely affected by global
health matters, such as pandemics. We plan to conduct preclinical activities and clinical trials for our investigational drug product candidates in geographies
which are currently being affected by COVID-19.

Further, in response to the pandemic and in accordance with direction from state and local government authorities, we have restricted access to our facilities
mostly to personnel and third parties who must perform critical activities that must be completed on-site, limited the number of such personnel that can be
present at our facilities at any one time, and requested that most of our personnel work remotely.  In the event that governmental authorities were to further
modify current restrictions, our employees conducting research and development or manufacturing activities may not be able to access our laboratory or
manufacturing space, and our core activities may be significantly limited or curtailed, possibly for an extended period of time.

Some factors from the COVID-19 pandemic that could delay or otherwise adversely affect the completion of our preclinical activities and the planned
initiation of our clinical trials for our investigational drug product candidates, as well as our business generally, include:

 • the potential diversion of healthcare resources away from the conduct of preclinical activities and clinical trials to focus on pandemic concerns,
including the availability of necessary materials and the attention of physicians serving as our clinical trial investigators, hospitals serving as our
clinical trial sites and hospital staff supporting the conduct of our prospective clinical trials;

 • limitations on travel that could interrupt key preclinical activities and trial activities, such as clinical trial site initiations and monitoring, domestic
and international travel by employees, contractors or patients to clinical trial sites, including any government-imposed travel restrictions or
quarantines that will impact the ability or willingness of patients, employees or contractors to travel to our research, manufacturing and clinical
trial sites or secure visas or entry permissions, any of which could delay or adversely impact the conduct or progress of our prospective clinical
trials;

 • interruption or delays in the operations of the U.S. Food and Drug Administration and comparable foreign regulatory agencies, which may
impact review, inspection, clearance and approval timelines;

 • interruption in global shipping affecting the transport of clinical trial materials, such as patient samples, investigational drug product candidates
and conditioning drugs and other supplies used in our prospective clinical trials;

 • interruption of, or delays in receiving, supplies of our investigational drug product from our contract manufacturing organizations due to staffing
shortages, production slowdowns or stoppages and disruptions in delivery systems;

 • limitations on our business operations by local, state, or the federal government that could impact our ability to conduct our preclinical or clinical
activities, including completing our Investigational New Drug (IND)-enabling studies or our ability to
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 select future development candidates; and

 • business disruptions caused by potential workplace, laboratory and office closures and an increased reliance on employees working from home,
disruptions to or delays in ongoing laboratory experiments and operations, staffing shortages, travel limitations, cyber security and data
accessibility, or communication or mass transit disruptions, any of which could adversely impact our business operations or delay necessary
interactions with local regulators, ethics committees, manufacturing sites, research or clinical trial sites and other important agencies and
contractors.

These and other factors arising from COVID-19 could worsen in countries that are already afflicted with the coronavirus or could continue to spread to
additional countries, each of which could further adversely impact our ability to conduct clinical trials and our business generally, and could have a material
adverse impact on our operations and financial condition and results.

In addition, the trading prices for our common stock and other biopharmaceutical companies have been highly volatile as a result of the COVID-
19 pandemic. As a result, we may face difficulties raising capital through sales of our common stock or such sales may be on unfavorable terms.
The COVID-19 outbreak continues to rapidly evolve. The extent to which the outbreak may impact our business, preclinical studies and planned clinical
trials will depend on future developments, which are highly uncertain and cannot be predicted with confidence, such as the ultimate geographic spread of
the disease, the duration of the outbreak, travel restrictions and other actions to contain the outbreak or address its impact, such as social distancing and
quarantines or lock-downs in the United States and other countries, business closures or business disruptions and the effectiveness of actions taken in the
United States and other countries to contain and address the disease.

Please also refer to the complete Item 1A of the Company’s Annual Report on Form 10-K filed with the Securities and Exchange Commission on February
27, 2020 for additional risks and uncertainties facing the Company that may have a material adverse effect on the Company’s business prospects, financial
condition and results of operations.
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SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the Registrant has duly caused this report to be signed on its behalf by
the undersigned thereunto duly authorized.
 
  Intellia Therapeutics, Inc.
    
Date:   March 26, 2020  By: /s/ John M. Leonard
   Name: John M. Leonard
   Title: Chief Executive Officer and President
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