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Our purpose is to relieve  
suffering and enhance lives with  
a commitment to Delivering  
on HopeTM for patients. 

At Neurocrine Biosciences,  
we discover and develop 
life-changing treatments for people who 
have diseases and disorders that have 
largely gone untreated  
for decades or not treated at all

Our ESG programs are aligned to our 
purpose, which we fulfill through effective 
management of critical environmental, 
social, and governance principles that 
are fundamental to our business. Our 
ESG initiatives, which are closely aligned 
with those identified by the Sustainability 
Accounting Standards Board (SASB) for 
the biotechnology industry, focus on the 
following commitments:

• To operate with the highest  
standards of business ethics

• To invest in our people  
and communities

• To adhere to the highest product  
quality and safety standards

• To minimize our impact  
on the environment 

High Business Ethics and Compliance
Our Corporate Values
• Passion: We are driven and love what we do. We are committed  

to our goals and to making a difference.

• Integrity: We do the right thing for patients and our community.  
We take accountability. We speak up.

• Collaboration: We trust one another. We are inclusive, respectful  
and transparent. 

• Innovation: We seek and create optimal solutions.

• Tenacity: We do not quit. We adapt and accomplish what others cannot.

Compliance
We have developed a comprehensive compliance program, the goal of which 
is to maintain a culture that promotes the highest standards of business 
ethics. The details of our program can be found here: Neurocrine Biosciences 
Compliance Program Link

Compliance Oversight Responsibility: 

• We have appointed a Chief Compliance Officer who is charged with 
developing, operating, and monitoring the compliance program

 - The Chief Compliance Officer reports directly to the Chief Legal Officer 

 - The Chief Compliance Officer has dotted line reporting responsibility to 
the Chief Executive Officer, to other members of senior management,  
and direct access to our Board of Directors, including Committee Chairs

• We have established a Compliance Committee to advise the Compliance 
Officer and assist in the implementation of the compliance program

 - Committee members include our Chief Legal Officer, Chief Financial 
Officer, Chief Commercialization Officer, Chief Medical Officer, Chief 
Regulatory Officer, Chief Human Resources Officer, and Vice President 
of Medical Affairs

http://www.neurocrine.com/assets/CCP-for-California-FINAL-2019.pdf
http://www.neurocrine.com/assets/CCP-for-California-FINAL-2019.pdf
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As part of our compliance program:

All employees are required when first hired to read, be 
trained, and annually certify compliance to our Code of 
Business and Ethics Policy located here: Code of Business 
Conduct and Ethics Link 

• Our comprehensive compliance program includes our 
Anti-Bribery and Anti-Corruption Policy, which applies 
to all Neurocrine Bioscience employees, officers, and 
directors, as well as anyone doing business on our behalf

• In our Declaration of Compliant Interactions with 
Healthcare Providers (Link here), we fully support, 
are required by law, and have agreed to follow, the 
Pharmaceutical Research and Manufacturers of America's 
(PhRMA) revised "Code on Interactions with U.S. 
Healthcare Professionals," which provides firm guidance 
on such interactions including: 

 - the use of promotional materials

 - grants and consulting arrangements

 - meals and entertainment

 - continuing medical education

 - clinical practice guidelines

 - sales and marketing training for company 
representatives

• All third-party agreements contain a requirement to 
comply with all relevant laws, and many third-party 
agreements additionally contain a requirement to comply 
with Neurocrine Biosciences’ policies, including, as 
appropriate, with respect to Good Manufacturing Practices 
and Quality Systems, Good Clinical Practices, or Good 
Laboratory Practices. 

• We have established an Ethics Hotline

 - The Ethics Hotline is available to receive anonymous 
reports of a potential violation of law or Neurocrine 
Biosciences policy 24 hours a day, 7 days a week.

 - Reports can be submitted by calling 1-800-688-2908  
or through NeurocrineEthics.com.

Our People
We have grown from a team of 100 people in 2015, to over 
750 people in 2020. 

Our highly qualified and experienced team which includes 
scientists, physicians and professionals across sales, 
marketing, manufacturing, regulatory, finance and other 
important functions are critical to our success.

We offer a comprehensive and competitive benefits 
package that includes:

• Medical, dental, and life insurance

• Retirement savings plan, with company matching 
contributions

• An employee stock purchase plan is available  
for all eligible employees.

• All of our employees and directors are eligible  
to receive equity stock awards

• 100% paid leave for up to 8 weeks of qualifying disability, 
including pregnancy

• 100% paid leave for qualified parental / baby bonding leave 
for up to 12 weeks

• 100% paid leave for caregiver leave for up to 12 weeks

• Work / life balance arrangements including core hours  
and flexible work arrangements

• Tuition reimbursement

• Paid time off and holidays

Investments in training, development and  
engagement include:

• Regular development reviews: 100% of employees are 
eligible to participate and we had 100% participation  
in 2019

• Approximately 75% of our leaders have participated in 

http://www.neurocrine.com/assets/Code-of-Business-Conduct-and-Ethics-December-2019-.pdf
http://www.neurocrine.com/assets/Code-of-Business-Conduct-and-Ethics-December-2019-.pdf
http://www.neurocrine.com/assets/Neurocrine-Compliant-Interactions-with-Healthcare-Providers-updated.pdf
https://secure.ethicspoint.com/domain/media/en/gui/60669/index.html
https://www.neurocrine.com/careers/benefits/
https://www.neurocrine.com/careers/benefits/
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some form of leadership development program in the last 
year, including:

 - Externally facilitated leadership classes 

 - Emerging Leaders to ready people to be sales leaders

 - Managing People at Neurocrine Biosciences for new 
managers

 - Leading at Neurocrine Biosciences

 - In addition, third party educational speakers routinely 
educate our Board of Directors (Board) on a variety of 
topics, including corporate governance best practices

• Annual employee engagement survey

 - Neurocrine Biosciences survey participation rates in 
2018 and 2019 were 93% and 95% respectively

 - Our high survey participation rates compare favorably 
vs. benchmark participation rates in the life science 
industry of 84%

 - High level of staff engagement shows the commitment 
our employees have to ensure Neurocrine Biosciences 
can continue to improve and evolve as a company 
while still keeping our values and maintaining  
our culture

We believe that our business benefits from the different 
perspectives a diverse workforce brings, and we pride 
ourselves on having a strong, inclusive and positive culture 
based on our shared mission and values.

• Our statement on our commitment to diversity and equality 
can be found here: Statement on Commitment to Diversity 
and Equality Link

• Our equal employment opportunity statement can be 
found here: Neurocrine Equal Employment Opportunity 
Statement Link

• Our affirmative action notice can be found here: 
Neurocrine Affirmative Action Notice Link

• All employees are annually trained on anti-harassment 
and anti-discrimination

• As of July 2020, over half of our workforce and 25% of our 
Board of Directors are women 

• We actively identify promotion opportunities for women in 
senior management and executive positions 

• We have several affinity groups (AKA Employee Resource 
Group) in our Neurocrine Nexus Program, including a 
women’s network 

• We maintain an affirmative action program for employment 
of individuals with disabilities and for protected veterans

In 2019, we conducted a three-year organizational planning 
process. Company leaders looked at the skills, roles, and 
organizational structure our teams will need to deliver on our 
strategy. Through this process, we identified roles that will 
change and expand, and new capabilities that will be needed. 
This assessment informed our future strategy for developing 
our internal team and recruiting new talent.

The success of our human capital investments is evidenced 
by our low employee turnover, a number which is regularly 
reviewed by our Board as part of their oversight of our human 
capital strategy

• Our 1 and 3-year voluntary turnover rates were 4.6% and 
4.5% respectively

• Our voluntary and total turnover rates compare very 
favorably to the median voluntary rate for other Southern 
California-based life science and medical device 
companies of 12%

Our Communities
We partner with the communities where we work.

• We conduct annual outreach programs to promote more 
inclusive hiring practices for veterans and disabled 
members of society

• We sponsor local youth programs and engage students in 
science expos and “scientist for a day” programs

• We offer paid internships

• Our Employee Resource Groups sponsor community 
events like walks to support the National Alliance of 
Mental Illness (NAMI) and Parkinson’s Disease walks

• As part of the American Psychiatric Nurses Association 
(APNA) Partnership Program, we helped sponsor  
a nursing scholarship: APNA Scholarship

• In response to COVID-19:

 - We donated personal protection equipment (PPE) and 
supplies to local San Diego area hospitals and charities 
in need: Neurocrine Biosciences Provide COVID-19 
Business Update 

 - We utilized internal 3D printing capabilities to 
manufacture face shields to protect staff, reduce impact 
to the environment, and enable our PPE donation 
efforts

 - We donated to local area food banks which included a 
matching donation campaign at Father Joe’s Village: 
San Diego Times Article June 2020

 - We made regional donations across the U.S. to 
charities nominated by our field-based staff where they 
live and work

 - We provided a 3:1 match of donations made by our 
employees to charities supporting COVID-19 relief and 
donated over $120,000 (including the company match) 
in 2.5 months

 - We encouraged willing and able employees to use 
their allotted volunteer hours to perform “Small Acts 
of Goodness,” such as buying groceries or walking 
dogs for people who are elderly or self-quarantined, 
collecting donations for food banks, or donating blood

https://www.neurocrine.com/about-us/culture-values/
https://www.neurocrine.com/about-us/culture-values/
http://www.neurocrine.com/assets/EEO-and-AAP-Statement.pdf
http://www.neurocrine.com/assets/EEO-and-AAP-Statement.pdf
http://www.neurocrine.com/assets/Affirmative-Action-Notice-08-1-2019.pdf
https://www.prweb.com/releases/32_nursing_students_awarded_2020_apna_student_scholarships/prweb17266019.htm
https://www.prnewswire.com/news-releases/neurocrine-biosciences-provides-covid-19-business-update-301034666.html
https://www.prnewswire.com/news-releases/neurocrine-biosciences-provides-covid-19-business-update-301034666.html
https://timesofsandiego.com/business/2020/06/26/neurocrine-biosciences-pledges-to-match-200k-in-donations-to-father-joes-villages/
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Our Products
Products we provide to deliver on hope for patients who may 
feel invisible, unheard and marginalized include:

INGREZZA (valbenazine): The 1st FDA-approved 
treatment for adults with Tardive Dyskinesia (TD)

• TD is a movement disorder associated with mental illness 
that is characterized by uncontrollable, abnormal, and 
repetitive movements of the face, torso and/or other body 
parts, which can be severe and are often persistent and 
irreversible

• TD is estimated to affect at least 500,000 people  
in the U.S.

• Access to INGREZZA: Free Product - The INGREZZA 
Start Program is a free, one-time, one-month supply of 
INGREZZA for new patients: INGREZZA Start Program

• Patient Assistance - We have a patient assistance 
program to offer free product to certain individuals who 
are unable to pay for their medication: INBRACE Patient 
Support Program

• Important safety information regarding INGREZZA is 
located here: INGREZZA Prescribing Information

• INGREZZA safety data sheets are included here and here. 

• INGREZZA patients should call their doctor for medical 
advice about potential side effects

• Side effects may be reported to the FDA by calling  
1-800-FDA-1088 or by visiting MedWatch at  
www.fda.gov/medwatch

ONGENTYS (opicapone): The 1st and only FDA-approved 
once-daily COMT inhibitor as add-on treatment to 
levodopa / carbidopa in patients with Parkinson’s disease 
experiencing “off” episodes.

• Approximately 1 million patients have Parkinson’s disease 
in the U.S.

• As the disease progresses, patients taking levodopa / 
carbidopa may begin to experience “off” time between 
treatment doses, during which an increase in Parkinson’s 
disease motor symptoms such as tremor, slowed 
movement, and difficulty walking occur

• ONGENTYS also increases “on” time without troublesome 
dyskinesia, the time when the motor symptoms of a 
patient with Parkinson’s disease are better controlled

• Important safety information regarding ONGENTYS is 
located here: ONGENTYS Prescribing Information

• ONGENTYS patients should call their doctor for medical 
advice about potential side effects. 

• Side effects may be reported to the FDA by calling 1-800-
FDA-1088 or by visiting MedWatch at  
www.fda.gov/medwatch

ORILISSA (elagolix): The 1st FDA-approved oral treatment 
for women with moderate to severe endometriosis pain. 
(AbbVie has global commercialization rights to ORILISSA 
and Neurocrine receives royalties based on net sales.)

• Endometriosis occurs when tissue similar to that normally 
found in the uterus begins to grow outside of the uterus, 
leading to a range of symptoms, including painful periods, 
pelvic pain in between periods, and pain with sex

• Approximately 7.5 million women in the United States are 
diagnosed with endometriosis

• Access to ORILISSA: Our partner, AbbVie, is responsible 
for marketing and distributing ORILISSA and offers a 
patient assistance program for qualifying patients: AbbVie 
Assist Program

• Important safety information regarding ORILISSA is 
located here: ORILISSA Prescribing Information

• Additional information regarding the safety and tolerability 
profile of ORILISSA can be found here: ORILISSA safety 
information and tolerability

• ORILISSA patients should call their doctor for medical 
advice about potential side effects

• Side effects may be reported to the FDA by calling 1-800-
FDA-1088 or by visiting MedWatch at  
www.fda.gov/medwatch

https://inbracesupportprogram.com/patient/ingrezza-start-program.html
https://inbracesupportprogram.com/patient
https://inbracesupportprogram.com/patient
https://www.ingrezza.com/about-ingrezza-for-tardive-dyskinesia?gclid=EAIaIQobChMI1uWqoNj66QIVWR-tBh10qQLGEAAYAiAAEgL3PPD_BwE&gclsrc=aw.ds#isi-lockup
https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program
https://www.neurocrine.com/assets/ONGENTYS-PI.pdf
https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program
https://www.abbvie.com/patients/patient-assistance/program-qualification/orilissa-program-selection.html
https://www.abbvie.com/patients/patient-assistance/program-qualification/orilissa-program-selection.html
https://www.rxabbvie.com/pdf/orilissa_pi.pdf
https://www.orilissa.com/hcp/clinical-data/safety-information-and-tolerability
https://www.orilissa.com/hcp/clinical-data/safety-information-and-tolerability
https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program
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ORIAHNN (elagolix, estradiol, and norethindrone acetate 
capsules; elagolix capsules): The 1st FDA-approved 
oral treatment for the management of heavy menstrual 
bleeding due to uterine fibroids in pre-menopausal 
women. (AbbVie has global commercialization rights to 
ORILISSA and Neurocrine receives royalties based on  
net sales.)

• Uterine fibroids are the most common type of benign 
tumor in women of reproductive age

• Uterine fibroids affect up to 80% of African American 
women and up to 70% of Caucasian women by age 50

• Fibroids may be asymptomatic but, in some women, they 
can cause symptoms such as heavy menstrual bleeding

• Approximately 7 million women have symptomatic  
uterine fibroids

• Access to ORIAHNN: Our partner, AbbVie, is responsible 
for marketing and distributing ORILISSA and offers a 
patient assistance program for qualifying patients:  
AbbVie Assist Program

• Important safety information regarding ORIAHNN is 
located here: ORIAHNN Prescribing Information

• Additional information regarding the safety and tolerability 
profile of ORIAHNN can be found here: ORIAHNN safety 
information and tolerability

• ORIAHNN patients should call their doctor for medical 
advice about potential side effects

• Side effects may be reported to the FDA by calling 1-800-
FDA-1088 or by visiting MedWatch at  
www.fda.gov/medwatch

All of our products should be used in accordance with their 
approved labels and prescribing information and none of our 
products are used for administering capital punishment

Product Safety and Quality
We have developed and implemented a comprehensive Quality 
System which focuses on product safety and quality aspects 
of Good Manufacturing Practices (GMP), Good Laboratory 
Practices (GLP), and Good Clinical Practices (GCP) that are 
required by regulators

• Neurocrine Biosciences Quality System manual describes a 
comprehensive Quality System model enabling compliance 
with company policies, U.S. and international regulations 

for development, manufacturing, and distribution, of 
biopharmaceutical products: 

 - Regulatory compliance is an integral part of the Quality 
System model based upon the principles of continuous 
improvement and quality risk management

 - Our Vice President of Quality Assurance and Executive 
Director of Drug Safety and Pharmacovigilance are 
responsible for the implementation of the Quality System

 - Our executive team reviews our Quality System on a 
routine basis

• We have standard operating procedures in place to 
describe the process for conducting both internal and 
external audits of activities pertaining to either GCP, GLP, 
and / or GMP regulations and guidelines

• Our Annual Product Review standard operating procedure 
describes the content, generation, review, and approval 
of Annual Product Review reports as a means to ensure 
products and manufacturing processes are assed at annual 
intervals

• Our Quality Risk Management standard operating 
procedure ensures that risks related to all GCP, GLP, 
and GMP activities performed by Neurocrine Biosciences 
employees are identified, documented and managed

• Our Pharmacovigilance Compliance Monitoring standard 
operating procedure describes the process by which we 
monitor the compliance of pharmacovigilance processes to 
allow effective monitoring of the safety of our products and 
compliance with reporting requirements

• Our Product Complaint standard operating procedure 
defines and outlines the process and responsibilities for 
initiating, evaluating, investigating, and closing product 
complaints for non-commercial and commercial products 
current Good Manufacturing Practice regulations

• Our Quality System investigations standard operating 
procedure describes the process and requirements for 
conducting event investigations at Neurocrine Biosciences. 
This procedure applies to all internal and external GCP, 
GLP, and GMP activities (development and commercial) in 
which an event may occur that impacts the disposition and / 
or intended use of product and / or which may have Quality 
Assurance implications, regulatory compliance implications 
and / or may impact the identity, strength, quality and purity 
of a product.

• Our Clinical Development Handling of Adverse Events and 
Serious Adverse Events standard operating procedure 
describes the procedures to follow when handling adverse 
events and serious adverse events in clinical studies

• Our Adverse Events and Product Complaints Reporting 
with Commercial Programs standard operating procedure 
documents how Drug Safety and Pharmacovigilance 
(DSPV) and Quality Assurance (QA) will be notified of 
planned outsourcing of commercial activities to third party 
vendors where there is a potential for receipt of Adverse 

https://www.abbvie.com/patients/patient-assistance.html?utm_campaign=cc_myabbvie-assist-promo_2019_rep&utm_medium=psearch&utm_source=google&utm_content=Core%20Brand&utm_term=abbvie%20assist&matchtype=e
https://www.rxabbvie.com/pdf/oriahnn_pi.pdf
https://www.oriahnnhcp.com/safety-adverse-reactions
https://www.oriahnnhcp.com/safety-adverse-reactions
https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program
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Drug Experiences or Adverse Events, Special Situation 
Event, and / or Product Complaints for a Neurocrine 
Biosciences marketed product. We seek to ensure that 
contracts with such vendors include Reporting Obligation 
language and that appropriate training is provided  
to the vendor.

• Our contract manufacturers and suppliers must adhere 
to our quality standards which are enshrined in Supply 
Agreements and Quality Agreements.

We are committed to the ethical use of animals in 
biomedical research. 

• All animal studies are carefully reviewed by an Institutional 
Animal Care and Use Committee (IACUC) which is 
charged with ensuring that a proposed study is essential

• We comply with the “Three Rs” (Replace, Reduce and 
Refine), widely accepted ethical principles that are 
embedded in the conduct of animal-based science

Our Environment
Our chemists seek to reduce the environmental footprint 
associated with our products by applying the principles of 
green chemistry where possible. Neurocrine Biosciences 
is proud to be a member of the American Chemical Society 
Green Chemistry Institute Pharmaceutical Roundtable whose 
mission is to catalyze the implementation of green chemistry 
and green engineering in the global pharmaceutical industry.

By applying green chemistry principles in developing the 
2nd generation of INGREZZA manufacturing, we reduced 
cycle-time spent in production and improved yields, which 

translated to improved profitability and significantly reduced 
environmental impact in the following ways:

• ~65% reduction in waste

• ~65% reduction in water use

• ~30% improvement in yields which translates to an 
improved profitability profile

• Reduced energy consumption 

• Reduced use of chlorinated solvent and other 
unnecessary reagents.

• Protects staff at Neurocrine Biosciences and contract 
manufacturing organization sites

We have a limited physical footprint. We occupy three 
buildings in the San Diego area. Additional environmentally 
and economically friendly measures we take at these 
locations include:

• We utilize robotics to produce micro-scale amounts of 
chemicals which reduces solvent and chemical waste

• We are transitioning away from radioactive platforms to 
fluorescent platforms which reduces harmful waste and is 
safer for our staff and the environment

• We switch all lighting to LED as we remodel

• Labs include an intricate solvent delivery system which 
reduces the amount of glass we use

• We reuse packaging materials like packing peanuts, 
bubble wrap, and dunnage

• We recycle paper and cardboard

• We donate old lab equipment and furniture

• We provide electrical outlets for hybrid / EV automobiles
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https://www.acs.org/content/acs/en/greenchemistry/industry-roundtables/pharmaceutical.html
https://www.acs.org/content/acs/en/greenchemistry/industry-roundtables/pharmaceutical.html
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SECTION 1 - IDENTIFICATION OF THE SUBSTANCE/MIXTURE AND OF THE COMPANY


Contact information  


 General Neurocrine Biosciences, Inc. 
12780 El Camino Real, San Diego, CA 92130 
Main: 858-617-7600 
Fax: 858-617-7601 
E-mail: SDS@neurocrine.com 
 


 Emergency telephone 
number 


Neurocrine Biosciences, Inc. (24-hour availability):  
+1 (877) 641-3461  


. 
  


Product identifier valbenazine capsules 


 Synonyms NBI-98854  


 Trade names Ingrezza  


 Chemical family Proprietary  


Relevant identified uses of 
the substance or mixture 
and uses advised against 


Capsules containing 40 – 28.2% active pharmaceutical ingredient (valbenazine) 
for commercial use, research, and development.  


Note ** The capsules and the blended contents inside the capsules are not 
considered or classified as hazardous material or dangerous goods. ** 


The pharmacological, toxicological, and ecological properties of this substance 
have not been fully characterized. This SDS will be updated as more data become 
available. Doses strengths expressed in reports of toxicity studies were those of 
valbenazine. For the purposes of this SDS of the capsule formulation, doses in 
toxicity studies were expressed based on percent of valbenazine (active 
pharmaceutical ingredient) admixed in a capsule formulation comprising of inert 
or Generally Regarded as Safe components. Accordingly, the doses in section 11 
are shown as mg/kg of valbenazine drug product equivalent. 


Issue Date 17 February, 2017  


SECTION 2 - HAZARDS IDENTIFICATION 


Classification of the active 
pharmaceutical ingredient 


 


 Regulation (EC) 
1272/2008 [GHS] 


Acute toxicity - oral - Category 4. Specific Target Organ Toxicity (single 
exposure) - Category 3.  


 Directive 67/548/EEC or 
1999/45/EC 


Xn - R22; R68/22; R48/22. 
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SECTION 2 - HAZARDS IDENTIFICATION …continued 


Label elements of the active 
pharmaceutical ingredient 


 


 CLP/GHS hazard 
pictogram 


 
 


 CLP/GHS signal word Warning  


 CLP/GHS hazard 
statements 


H302 - Harmful if swallowed. H336 - May cause drowsiness or dizziness. H373 - 
May cause damage to central nervous system through prolonged or repeated 
exposure.  


 CLP/GHS precautionary 
statements 


P260 - Do not breathe dust. P264 - Wash hands thoroughly after handling. P270 - 
Do not eat, drink or smoke when using this product. P271 - Use only outdoors or 
in a well-ventilated area. P301+P310: IF SWALLOWED: Immediately call a 
Poison Center or doctor/physician. P304 + P340 - IF INHALED: Remove victim 
to fresh air and keep at rest in a position comfortable for breathing. P312 - Call a 
Poison Center or doctor/physician if you feel unwell. P330 - Rinse mouth. P403 + 
P233 - Store in a well-ventilated place. Keep container tightly closed. P405 - Store 
locked up. P501 - Dispose of contents/container to location in accordance with 
local/ regional/national/international regulations.  


Other hazards Valbenazine has been given orally to patients at oral doses of 50 to 100 mg/day.   
This class of compounds that has caused an increase in serum prolactin in clinical 
trials due to dopamine depletion. Oral administration has caused symptoms of 
headache, fatigue, and dizziness. Clinical side effects consistent with the 
pharmacological actions of monoamine reduction in the central nervous system 
include: fatigue, somnolence, sedation, insomnia, anxiety, nervousness, 
restlessness, akathisia, and disturbance in attention.  


US Signal word Warning  


US Hazard overview Harmful if swallowed. May affect the central nervous system based on animal 
data.  


Note Only the active pharmaceutical ingredient is classified as hazardous according to 
Directive 67/548/EEC, Regulation EC No 1272/2008 (EU-CLP), and applicable 
US regulations. The CLP/ GHS classifications are based on Regulation (EC) 
1272/2008 and on the revised OSHA hazard communication standard. The EU 
symbol/indicator of warning, R Phrases and Safety Advice are based on Directive 
67/548/EEC or 1999/45/EC.  
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SECTION 3 - COMPOSITION/INFORMATION ON INGREDIENTS 


Ingredient CAS # EINECS/ELIN
CS# 


Amount EU 
Classification 


GHS 
Classification 


Valbenazine (active 
pharmaceutical ingredient) 


1025504-45-3 N/A ~ 40 - 28.2% Harmful - Xn: 
R22, R68/22, 
R48/22 


ATO4: H302, 
STOT-SE3: 
H336 


Note The active pharmaceutical ingredient listed above is considered hazardous. See 
Section 16 for full text of EU and GHS classifications. The EU classification is 
based on Directive 67/548/ EEC and the CLP/GHS classification is based on 
Regulation (EC) 1272/2008.  


SECTION 4 - FIRST AID MEASURES 


Description of first aid 
measures 


 


 Immediate Medical 
Attention Needed 


Yes  


 Eye Contact If easy to do, remove contact lenses, if worn. Immediately flush eyes with copious 
quantities of water for at least 15 minutes. If irritation occurs or persists, notify 
medical personnel and supervisor.  


 Skin Contact Wash exposed area with soap and water and remove contaminated clothing/shoes.  
If irritation occurs or persists, notify medical personnel and supervisor.  


 Inhalation Immediately move exposed subject to fresh air. If not breathing, give artificial 
respiration. If breathing is labored, administer oxygen. Immediately notify medical 
personnel and supervisor.  


 Ingestion If swallowed, call a physician immediately. Do not give anything to drink unless 
directed by medical personnel. Never give anything by mouth to an unconscious 
person. Notify medical personnel and supervisor.  


 Protection of first aid 
responders 


See Section 8 for Exposure Controls/Personal Protection recommendations.  


Most important symptoms 
and effects, both acute and 
delayed 


See Sections 2 and 11  


Indication of immediate 
medical attention and 
special treatment needed, if 
necessary 


Treat symptomatically and supportively. If accidental exposure occurs to an 
individual who is also taking one or more concomitant medications, consult the 
respective package or prescribing information for potential drug interactions.  
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SECTION 5 - FIREFIGHTING MEASURES 


Extinguishing media Use water spray (fog), foam, dry powder, or carbon dioxide, as appropriate for 
surrounding fire and materials.  


Specific hazards arising 
from the substance or 
mixture 


No information identified. May emit toxic gases of carbon monoxide, carbon 
dioxide, and oxides of nitrogen.  


Flammability/Explosivity No explosivity or flammability data identified. High concentrations of finely 
divided airborne organic particles can potentially explode if ignited.  


Advice for firefighters In case of fire in the surroundings: use the appropriate extinguishing agent. Wear 
full protective clothing and an approved, positive pressure, self-contained 
breathing apparatus. Decontaminate all equipment after use.  


SECTION 6 - ACCIDENTAL RELEASE MEASURES 


Personal precautions, 
protective equipment and 
emergency procedures 


If product is released or spilled, take proper precautions to minimize exposure by 
using appropriate personal protective equipment (see Section 8). Area should be 
adequately ventilated.  


Environmental precautions Do not empty into drains. Avoid release to the environment.  


Methods and material for 
containment and cleaning 
up 


DO NOT RAISE DUST. Surround spill or powder with absorbents and place a 
damp cloth or towel over the area to minimize entry of powder into the air. Add 
excess liquid to allow the material to enter into solution. Capture remaining liquid 
onto spill absorbents. Place spill materials into a leak-proof container for disposal 
in accordance with applicable waste disposal regulations (see section 13).  
Decontaminate the area twice with an appropriate solvent (see section 9).  


Reference to other sections See Sections 8 and 13 for more information.  


SECTION 7 - HANDLING AND STORAGE 


Precautions for safe 
handling 


Follow recommendations for handling pharmaceutical agents (i.e., use of 
engineering controls and/or other personal protective equipment if needed). Avoid 
contact with eyes, skin and other mucous membranes. Wash thoroughly after 
handling. Avoid breathing dust.  


Conditions for safe storage 
including any 
incompatibilities 


Store at controlled room temperatures (20-25°C) away from incompatible 
materials.  


Specific end use(s) No information identified.  
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SECTION 8 - EXPOSURE CONTROLS/PERSONAL PROTECTION 


Control 
Parameters/Occupational 
Exposure Limit Values 


 


 Compound Issuer Type OEL 
 valbenazine Neurocrine 


Biosciences 
 


8-Hour TWA 30 µg/m3 


Exposure/Engineering 
controls 


Control exposures to below the OEL. Selection and use of containment devices 
and personal protective equipment should be based on a risk assessment of 
exposure potential. Use local exhaust and/or enclosures when necessary.  
Emphasis is to be placed on closed material transfer systems and process 
containment, with limited open handling of materials.  


 Respiratory protection Choice of respiratory protection should be appropriate to the task and the level of 
existing engineering controls. For routine capsule handling tasks, use of proper 
engineering controls should provide adequate protection.  For non-routine capsule 
handling tasks, select proper respiratory protection based on the known or 
foreseeable limitations of existing engineering controls. When exposure levels are 
not known, or in any other circumstances where engineering controls may not 
provide adequate protection, select approved and properly fitted respiratory 
protection based on the exposure limits. 


 Hand protection Wear nitrile or other impervious gloves if skin contact is possible. When the 
material is dissolved or suspended in an organic solvent, wear gloves that provide 
protection against the solvent.  


 Skin protection Wear appropriate gloves, lab coat, or other protective overgarment if skin contact 
is likely. Base the choice of skin protection on the job activity, potential for skin 
contact and solvents and reagents in use.  


 Eye/face protection Wear safety glasses with side shields, chemical splash goggles, or full face shield, 
if necessary. Base the choice of protection on the job activity and potential for 
contact with eyes or face. An emergency eye wash station should be available.  


 Environmental Exposure 
Controls 


Avoid release to the environment and operate within closed systems wherever 
practicable. Air and liquid emissions should be directed to appropriate pollution 
control devices. In case of spill, do not release to drains. Implement appropriate 
and effective emergency response procedures to prevent release or spread of 
contamination and to prevent inadvertent contact by personnel.  


 Other protective 
measures 


Wash hands in the event of contact with this substance, especially before eating, 
drinking or smoking. Protective equipment is not to be worn outside the work area 
(e.g., in common areas or out-of-doors). Decontaminate all protective equipment 
following use.  
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SECTION 9 - PHYSICAL AND CHEMICAL PROPERTIES 


Information on basic 
physical and chemical 
properties 


 


 Appearance Solid  


 Color White to near-white  


 Odor No information identified.  


 Odor threshold No information identified.  


 pH Not applicable  


 Melting point/freezing 
point 


No information identified.  


 Initial boiling point and 
boiling range 


Not applicable  


 Flash point No information identified.  


 Evaporation rate No information identified.  


 Flammability (solid, gas) No information identified.  


 Upper/lower 
flammability or explosive 
limits 


No information identified.  


 Vapor pressure No information identified  


 Vapor density No information identified.  


 Relative density No information identified.  


 Water solubility Soluble in water.  


 Solvent solubility Very soluble in methanol. Soluble in ethanol. Moderately soluble in isopropyl 
alcohol and acetonitrile. Limited solubility in ethyl acetate.  


 Partition coefficient 
(n-octanol/water) 


log P - 3.69  


 Auto-ignition 
temperature 


No information identified.  


 Decomposition 
temperature 


No information identified.  


 Viscosity No information identified.  


 Explosive properties No information identified.  


 Oxidizing properties No information identified.  
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SECTION 9 - PHYSICAL AND CHEMICAL PROPERTIES …continued 


Other information  


 Molecular weight Proprietary  


 Molecular formula Proprietary  


SECTION 10 - STABILITY AND REACTIVITY 


Reactivity No information identified.  


Chemical stability No information identified.  


Possibility of hazardous 
reactions 


Not expected to occur.  


Conditions to avoid No information identified.  


Incompatible materials No information identified.  


Hazardous decomposition 
products 


No information identified.  


SECTION 11 - TOXICOLOGICAL INFORMATION 


Information on toxicological 
effects 


 


 Route of entry May be absorbed by inhalation, skin contact and ingestion.  


 Acute toxicity  
 Compound Type Route Species Dose 
 valbenazine 


drug product  
(i.e., mixture) 


LD50 Oral Rat 312-416 mg/kg 
(drug product 
equivalent dose) 


   
 


   


 Additional acute toxicity 
information 


In single dose studies in dogs and rats, morbidity was associated with a dose of 
>284 and >312 mg/kg valbenazine drug product equivalent, respectively.  


 Irritation/Corrosion No studies identified.  


 Sensitization No studies identified.  


 STOT-single exposure Single oral doses of up to 53 mg/kg/day valbenazine drug product equivalent were 
tolerated in rats and dogs. Several of the clinical signs observed in animals were 
consistent with the biological effects of these drugs to deplete monoamines (e.g. 
primarily dopamine) in the nervous system.  
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SECTION 11 - TOXICOLOGICAL INFORMATION …continued 


 STOT-repeated 
exposure/Repeat-dose 
toxicity 


Repeat-dose studies with valbenazine in rats and dogs were conducted for up to 6 
and 9 months, respectively. In rats, oral doses of 11 mg/kg/day valbenazine drug 
product equivalent resulted in adrenal cortex (angiectasis), and bone marrow 
(depletion of adipocytes) toxicities; 35 mg/ kg/day valbenazine drug product 
equivalent resulted in sporadic myoclonic jerking/clonic convulsions and decrease 
in uterine weights in females, a prolactin related effect. The no-observed-adverse- 
effect level (NOAEL) was reported as 11 mg/kg/day valbenazine drug product 
equivalent. In dogs, decreased activity, tremors, and partially closed eyelids were 
noted at 35 mg/kg/day valbenazine drug product equivalent; changes in blood 
coagulation parameters were noted at 53 mg/kg/day valbenazine drug product 
equivalent. The NOAEL was reported as 53 mg/kg/day valbenazine drug product 
equivalent.         
 
In 3-month oral studies in mice, daily administration of valbenazine at a drug 
product equivalent dose of up to 355 mg/kg/day was not associated with gross or 
microscopic changes in the brain, nor any clinical pathology findings. However, 
the NOAEL was considered to be 213 mg/kg/day valbenazine drug product 
equivalent, based on mortality noted in the higher dose group (355 mg/kg/day 
valbenazine drug product equivalent).  


 Reproductive toxicity In a rat fertility study, an oral dose of 35 mg/kg/day valbenazine drug product 
equivalent (the highest dose tested) was considered to be the NOEL for early 
embryonic development; the NOAEL for male and female fertility was 11 
mg/kg/day valbenazine drug product equivalent, based on the observed lower 
fertility indices in males and females.  


 Developmental toxicity In rats and rabbits administered oral doses (valbenazine drug product equivalent) 
of up to 53 and 355 mg/kg/day, respectively, there was no evidence of a 
teratogenic effect (even in the presence of significant maternal toxicity). The 
NOAEL in rats was 53 mg/kg/day valbenazine drug product equivalent; in rabbits, 
the NOAEL was considered to be 177 mg/kg/day valbenazine drug product 
equivalent, based on decreased fetal body weights and evidence of growth delays 
in the high dose group.  


 Genotoxicity Valbenazine was negative in the following short-term screening tests for 
genotoxicity: in vitro Ames bacterial mutagenicity assay, in vitro chromosomal 
aberration assay, in vivo rat bone marrow micronucleus assay.  


 Carcinogenicity No studies identified. This substance is not listed by NTP, IARC, ACGIH or 
OSHA as a carcinogen.  


 Aspiration hazard No data available.  


 Human health data See "Section 2 - Other Hazards"  
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SECTION 12 - ECOLOGICAL INFORMATION


Toxicity  
 Compound Type Species Concentration 
     
 valbenazine -- -- -- 


 
Additional toxicity 
information 


No data available.  


Persistence and 
Degradability 


No data available.  


Bioaccumulative potential No data available.  


Mobility in soil No data available.  


Results of PBT and vPvB 
assessment 


No data available.  


Other adverse effects No data available.  


Note The environmental characteristics of this substance have not been fully 
investigated. Releases to the environment should be avoided.  


SECTION 13 - DISPOSAL CONSIDERATIONS 


Waste treatment methods Used product should be disposed of according to local, state, and federal 
regulations. Do not send down the drain or flush down the toilet. All wastes 
containing the material should be properly labeled. Dispose of wastes in 
accordance to prescribed federal, state, and local guidelines, e.g., appropriately 
permitted chemical waste incinerator. Rinse waters resulting from spill cleanups 
should be discharged in an environmentally safe manner, e.g., appropriately 
permitted municipal or on-site wastewater treatment facility.  
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SECTION 14 - TRANSPORT INFORMATION


Transport Based on available data, this material is not regulated as a hazardous material or a 
dangerous good under EU ADR/RID, US DOT, Canada TDG, IATA, or IMDG.  


UN number Not applicable 


UN proper shipping name Not applicable 


Transport hazard classes 
and packing group 


Not applicable 


Environmental hazards Based on the available data, this substance is not regulated as an environmental 
hazard or a marine pollutant.  


Special precautions for 
users 


Substance not fully tested - avoid exposure.  


Transport in bulk according 
to Annex II of 
MARPOL73/78 and the IBC 
Code 


Not applicable.  


 


SECTION 15 - REGULATORY INFORMATION 


Safety, health and 
environmental 
regulations/legislation 
specific for the substance or 
mixture 


This SDS complies with the requirements under US, EU and GHS (EU CLP - 
Regulation EC No 1272/2008) guidelines. Consult your local or regional 
authorities for more information.  


Chemical safety assessment Not conducted.  


OSHA Hazardous Yes. Harmful if swallowed. May cause adverse effects to the central nervous 
system based on animal data.  


WHMIS classification This substance has been classified in accordance with the hazard criteria of the 
Controlled Products Regulations and the SDS contains all of the information 
required by those regulations.  


TSCA status Not listed  


SARA section 313 Not listed.  


California proposition 65 Not listed.  
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SECTION 16 - OTHER INFORMATION


Full text of R phrases and 
EU Classifications 


Xn - Harmful. R22 - Harmful if swallowed. R68/22 - Harmful: possible risk of 
irreversible effects if swallowed. R48/22 - Danger of serious damage to health by 
prolonged exposure if swallowed.  


Full text of H phrases, P 
phrases and GHS 
classification 


ATO4 - Acute Toxicity (Oral) Category 4. H302 - Harmful if swallowed. 
STOT-SE3 - Specific Target Organ Toxicity Following Single Exposure Category 
3. H336 - May cause drowsiness or dizziness. 


Sources of data Information from published literature and internal company data.  


Abbreviations ACGIH - American Conference of Governmental Industrial Hygienists; ADR/RID 
- European Agreement Concerning the International Carriage of Dangerous Goods 
by Road/Rail; AIHA - American Industrial Hygiene Association; CAS# - 
Chemical Abstract Services Number; CLP - Classification, Labelling, and 
Packaging of Substances and Mixtures; DNEL - Derived No Effect Level; DOT - 
Department of Transportation; EINECS - European Inventory of New and 
Existing Chemical Substances; ELINCS - European List of Notified Chemical 
Substances; EU - European Union; GHS - Globally Harmonized System of 
Classification and Labeling of Chemicals; IARC - International Agency for 
Research on Cancer; IDLH - Immediately Dangerous to Life or Health; IATA - 
International Air Transport Association; IMDG - International Maritime 
Dangerous Goods; LOEL - Lowest Observed Effect Level; LOAEL - Lowest 
Observed Adverse Effect Level; NIOSH - The National Institute for Occupational 
Safety and Health; NOEL - No Observed Effect Level; NOAEL - No Observed 
Adverse Effect Level; NTP - National Toxicology Program; OEL - Occupational 
Exposure Limit; OSHA - Occupational Safety and Health Administration; PNEC - 
Predicted No Effect Concentration; SARA - Superfund Amendments and 
Reauthorization Act; STEL - Short Term Exposure Limit; TDG - Transportation 
of Dangerous Goods; TSCA - Toxic Substances Control Act; TWA - Time 
Weighted Average; WHMIS - Workplace Hazardous Materials Information 
System 


  


Revisions This is the third version of this SDS.  
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Disclaimer The above information is based on data available to us and is believed to be 
correct. Since the information may be applied under conditions beyond our control 
and with which we may be unfamiliar, we do not assume any responsibility for the 
results of its use and all persons receiving it must make their own determination of 
the effects, properties and protections which pertain to their particular conditions. 
No representation, warranty, or guarantee, express or implied (including a 
warranty of fitness or merchantability for a particular purpose), is made with 
respect to the materials, the accuracy of this information, the results to be obtained 
from the use thereof, or the hazards connected with the use of the material.  
Caution should be used in the handling and use of the material because it is a 
pharmaceutical product. The above information is offered in good faith and with 
the belief that it is accurate. As of the date of issuance, we are providing all 
information relevant to the foreseeable handling of the material. However, in the 
event of an adverse incident associated with this product, this Safety Data Sheet is 
not, and is not intended to be, a substitute for consultation with appropriately 
trained personnel.  
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Anti-Bribery and Corruption 


 
1.1 INTRODUCTION 


Neurocrine is dedicated to ensuring full compliance with all anti-bribery and corruption laws 
and regulations.  As such, this policy applies to all Neurocrine officers, directors and employees, 
and anyone doing business on Neurocrine’s behalf, including Neurocrine’s agents, contractors, 
distributors, sales agents, customs brokers, partners and other intermediaries (collectively, 
“Representatives”).  Generally, anti-bribery and corruption laws prohibit making payments or 
gifts to obtain or retain business, or to secure any improper business advantage.  Anti-bribery 
and corruption laws extend beyond the borders of the countries in which they form part of the 
laws.  The U.S. Foreign Corrupt Practices Act (the “FCPA”) applies to activities outside the U.S. 
and which involve public officials and the United Kingdom's Bribery Act can apply to bribery 
taking place outside the United Kingdom, indeed anywhere in the world and with both 
governmental and private organizations.  This is the case even where bribery is prevalent or 
commonplace in the local jurisdiction, which is no defense.   
 
1.2 POLICY STATEMENT; ENFORCEMENT 


It is Neurocrine’s policy that no Neurocrine Representative may offer payments (or anything 
else of value) whether to a government official or any other person to make that individual or 
the entity they represent act in a manner that will assist Neurocrine in obtaining or retaining or 
securing any improper business advantage.  Every Neurocrine Representative is obligated to 
keep books, records and accounts that accurately and fairly reflect all transactions involving 
Neurocrine and the use of Neurocrine assets.   
 
Neurocrine takes bribery and corruption very seriously. Any employee found to be violating this 
policy will be subject to disciplinary action, which may include termination.  If you engage in 
(including to facilitate or permit) conduct that is intended to obtain or maintain improper 
business advantage, both you and Neurocrine may become subject to government 
investigations, criminal and/or civil penalties and sanctions. Further, any non-employee 
Representative found to be violating this policy may be prohibited from doing further business 
with us (or on our behalf) and may be the subject of legal action or investigation by 
enforcement authorities.  Neurocrine encourages its Representatives to report any suspicious 
activity that may violate this policy.  A confidential and discrete way to report any violations or 
suspicious activity is described below.  An employee’s failure to report known or suspected 
violations may lead to disciplinary action. 
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1.3 KEY CONCEPTS 


A “bribe” is a direct or indirect offer, authorization, gift or promise to give anything of value to 
a government official or other person with the intent to obtain or retain business or gain an 
improper business advantage. 
 
A “government official” as used in this policy refers to an official of any country, including any: 
 


•   government employee or elected or appointed official; 
•  political party; 
•  candidate for political office (even if not currently in office); 
•  health care professional (e.g., doctor, nurse, dentist, hospital administrator) who works 


in a public or government-sponsored health care program (e.g., state-owned university 
or hospital); 


•  consultant, speaker or advisor retained by Neurocrine who is a government employee; 
•  government employee who benefits from a Neurocrine research grant; 
•  official or employee of quasi-public or non-governmental international organization 


(sometimes referred to as “NGOs”) such as the United Nations, Red Cross/Red Crescent, 
International Monetary Fund and the World Bank; or 


•  employee of a quasi-public agency and other companies or organizations partly or 
wholly owned or controlled by a government. 


 
1.4 GENERAL GUIDELINES 


•  Except as otherwise allowed under applicable law and Neurocrine policy, no payment, 
hospitality or gift of any kind may be made, promised or offered to any person, whether a 
government official, healthcare professional, private individual or a corporation. No 
Neurocrine Representative is permitted to provide payments, hospitality or gifts with the 
intention of persuading anyone to act improperly or to influence a public official in the 
performance of his/her duties. 


 
•  It is not Neurocrine’s practice to make contributions to political parties; any such 


contributions are subject to the review and approval of the Neurocrine Legal Department 
and must otherwise be made in accordance with Neurocrine policies and procedures.  Any 
personal contributions by Neurocrine Representatives to political parties must be clearly 
identifiable as such and must otherwise be made in accordance with Neurocrine’s Code of 
Business Conduct and Ethics and other applicable codes and policies.   


 
•    No charitable donations will be made by or on behalf of Neurocrine unless such donations 


are reviewed and approved in advance in accordance with Neurocrine policies on 
Sponsorships and Charitable Contributions, Independent Medical Education Grants and 
Charitable Contributions to Independent Patient Assistance Foundations.  In no event shall 
any charitable donations be made for the purpose of gaining any improper business 
advantage. 
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•  Paying excessive travel and entertainment expenses on behalf of a government official or 


other person can be considered bribes.  For example, a company that paid for employees of 
a foreign government-owned company to tour its manufacturing facilities and also included 
side trips for them and their families to Disneyland and Las Vegas were considered to have 
bribed these government officials in violation of the FCPA. 


 
•  Where healthcare professionals are involved, even modest payments, contributions, 


donations, hospitality or gifts to or on behalf of (or at the request of) such healthcare 
professionals can breach applicable laws and codes because they are subject to an 
overriding ethic to behave in the best interest of their patients and to not allow their own 
interests to conflict with that principle.  All payments, hospitality or gifts made, promised or 
offered to healthcare professionals, and all contributions or donations made to, on behalf 
of, or at the request of, healthcare professionals, must be made in accordance with the 
Neurocrine policies on Transfers of Value to Healthcare Professionals, Engaging Healthcare 
Professional Consultants, Charitable Contributions to Independent Patient Assistance 
Foundations, Independent Medical Education Grants, and Sponsorships and Charitable 
Contributions.  


 
•  An improper business advantage includes not only illegally obtaining new business, but also 


the situation where bribes are given to maintain existing business operations.  For example, 
bribing an official to obtain or renew operating permits or certifications is illegal in many 
countries by local law as well as by the FCPA and other applicable national laws and is 
forbidden under this and other Neurocrine policies. 


 
•  Payments or gifts made at the request of a government official to obtain or maintain 


business are forbidden.  For example, if a government official indicates that he will cause his 
agency to do business with you if you purchase office furniture from a business owned by 
his brother, then such a transaction would be considered a bribe to the government official 
and is forbidden. 


 
•  Payments made to an intermediary can be considered bribes.  If an intermediary promises 


to have special connections and requires a high fee for his services and he bribes an official 
in order to secure business for you, that bribe can be imputed to you.  Neurocrine will run a 
thorough background check on all intermediaries. Payments to an intermediary may never 
be made in cash. 


 
•  The FCPA has a narrow exception for "facilitation payments," which are payments to 


ministerial government officials to perform routine government actions that are ordinarily 
and commonly performed and where there is NO DISCRETION on the part of the 
government official.  The UK Anti-Bribery Act does not provide for this exception. 
Neurocrine's policy is that all facilitation payments must be approved by the Legal 
Department prior to the payment being made or offered.  
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•  Accurate books and records must be kept, and falsifying records to conceal a bribe is not 
allowed and can, of itself, be a criminal offense.  For example, if a cash payment were made 
to a government official to refrain from taking an enforcement action that the official is 
otherwise obligated to pursue, and false invoices were created to make the payment 
appear as if it were for a contractor or supplier, this would violate this policy and the FCPA’s 
recordkeeping requirements, whether or not it also involved an attempt to obtain or 
maintain business. 


 
•  Non-employee Representatives are required to abide by Neurocrine’s Code of Business 


Conduct and Ethics.  Improper actions by our non-employee Representatives may be 
imputed to Neurocrine and could expose Neurocrine and its officers, director and 
employees to significant criminal and civil penalties (including fines, incarceration, 
disgorgement of profits and debarment or suspension from doing business) and 
reputational harm.  Examples of improper actions include: (i) offering hospitality or gifts 
under circumstances that could induce improper conduct or that could create the 
appearance of impropriety; (ii) acceptance of gifts or other items of value if the purpose, 
effect or appearance is to influence your judgment; (iii) making unauthorized 
representations, warranties, promises or agreements on Neurocrine’s behalf to a 
government official or other person; and (iv) providing any type of payment, hospitality, 
gift, contribution or donation in response to a solicitation or request from a government 
official or other person.   


 
1.5 TRAINING AND MONITORING 


All Neurocrine employees are trained on this policy and it is available on the Neurocrine 
intranet.  This policy is also made available to our non-employee Representatives, as applicable.   
 
Compliance with this policy is monitored and communicated through Neurocrine’s internal 
controls processes and via regular reports to Neurocrine’s Compliance Committee and our 
Board of Directors.  New or emerging bribery and corruption-related risks are investigated 
thoroughly to resolution. 
 
1.6 REPORTING A VIOLATION 


Any transaction, regardless of the dollar amount, may give rise to violations of anti-bribery and 
corruption laws and regulations. Thus, it is important that every Neurocrine Representative 
understands the rules (including their own national laws) and reports any wrongdoing he or she 
notices as soon as possible.  If you believe a violation is occurring or has occurred, you should 
report it immediately to your supervisor, your functional vice-president, human resources, any 
member of the Compliance Committee, or any member of the Legal Department.  If you do not 
feel comfortable reporting to any of these individuals, you may also report actual or suspected 
violations of the Code, or any Company policies anonymously through our Ethics Helpline.  The 
Ethics Helpline is managed by a third party vendor, and is available 24 hours a day, 7 days a 
week at 1 (800) 688-2908.   
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Any Representative, who in good faith, lawfully and truthfully, seeks advice, raises a concern or 
reports misconduct is doing the right thing.  No matter how you choose to report, as long as 
your report is made in good faith, Neurocrine will take no retaliatory action against you for 
making the report.  Allegations of retaliation will be investigated and appropriate action taken.  
This policy is consistent with the Neurocrine Code of Business Conduct and Ethics, which 
requires fair and ethical dealing by all Neurocrine Representatives.  All Neurocrine 
Representatives are expected and required to comply with this policy. 
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SECTION 1 - IDENTIFICATION OF THE SUBSTANCE/MIXTURE AND OF THE 
COMPANY/UNDERTAKING 


Contact information  


 General 


 
Neurocrine Biosciences, Inc. 
12780 El Camino Real, San Diego, CA 92130 
Main: 858-617-7600 
Fax: 858-617-7601 
E-mail: SDS@neurocrine.com 
 


 Emergency telephone 
number 


Neurocrine Biosciences, Inc. (24-hour availability):  
+1 (858) 245-3719 (USA and Canada)  
+1 (858) 245-3719 (International; collect calls accepted)  


. 
  


Product identifier NBI-98854  


 Synonyms Chemical name is proprietary  


 Trade names Not applicable  


 Chemical family Proprietary  


Relevant identified uses of 
the substance or mixture 
and uses advised against 


Active pharmaceutical ingredient for research and development purposes only.  


Note The pharmacological, toxicological, and ecological properties of this substance 
have not been fully characterized. This SDS will be updated as more data become 
available.  


Issue Date 3 April 2015  


SECTION 2 - HAZARDS IDENTIFICATION 


Classification of the 
substance or mixture 


 


 Regulation (EC) 
1272/2008 [GHS] 


Acute toxicity - oral - Category 3. Specific Target Organ Toxicity (repeated 
exposure) - Category 2. Specific Target Organ Toxicity (single exposure) - 
Category 3.  


 Directive 67/548/EEC or 
1999/45/EC 


T - R25; R68/22; R48/22.  
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SECTION 2 - HAZARDS IDENTIFICATION …continued 


Label elements  


 CLP/GHS hazard 
pictogram 


   
 


 CLP/GHS signal word Danger  


 CLP/GHS hazard 
statements 


H301 - Toxic if swallowed. H336 - May cause drowsiness or dizziness. H373 - 
May cause damage to central nervous system through prolonged or repeated 
exposure.  


 CLP/GHS precautionary 
statements 


P260 - Do not breathe dust. P264 - Wash hands thoroughly after handling. P270 - 
Do not eat, drink or smoke when using this product. P271 - Use only outdoors or 
in a well-ventilated area. P301+P310: IF SWALLOWED: Immediately call a 
Poison Center or doctor/physician. P304 + P340 - IF INHALED: Remove victim 
to fresh air and keep at rest in a position comfortable for breathing. P312 - Call a 
Poison Center or doctor/physician if you feel unwell. P330 - Rinse mouth. P403 + 
P233 - Store in a well-ventilated place. Keep container tightly closed. P405 - Store 
locked up. P501 - Dispose of contents/container to location in accordance with 
local/ regional/national/international regulations.  


Other hazards NBI-98854 has been given orally to patients at oral doses of 50 to 100 mg/day.   . 
This class of compounds that has caused an increase in serum prolactin in clinical 
trials due to dopamine depletion. Oral administration has caused symptoms of 
headache, fatigue, and dizziness. Clinical side effects consistent with the 
pharmacological actions of monoamine reduction in the central nervous system 
include: fatigue, somnolence, sedation, insomnia, anxiety, nervousness, 
restlessness, akathisia, and disturbance in attention.  


US Signal word Warning  


US Hazard overview Harmful if swallowed. May cause damage to central nervous system based on 
animal data.  


Note This substance is classified as hazardous according to Directive 67/548/EEC, 
Regulation EC No 1272/2008 (EU-CLP), and applicable US regulations. The 
CLP/ GHS classifications are based on Regulation (EC) 1272/2008 and on the 
revised OSHA hazard communication standard. The EU symbol/indicator of 
danger, R Phrases and Safety Advice are based on Directive 67/548/EEC or 
1999/45/EC.  
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SECTION 3 - COMPOSITION/INFORMATION ON INGREDIENTS 


 Ingredient CAS # EINECS/ELIN
CS# 


Amount EU 
Classification 


GHS 
Classification 


 NBI-98854 N/A N/A ~100% Toxic - T: R25, 
R68/22, R48/22


ATO3: H301, 
STOT-SE3: 
H336; 
STOT-RE2: 
H373 


Note The substance listed above is considered hazardous. See Section 16 for full text of 
EU and GHS classifications. The EU classification is based on Directive 67/548/ 
EEC and the CLP/GHS classification is based on Regulation (EC) 1272/2008.  


SECTION 4 - FIRST AID MEASURES 


Description of first aid 
measures 


 


 Immediate Medical 
Attention Needed 


Yes  


 Eye Contact If easy to do, remove contact lenses, if worn. Immediately flush eyes with copious 
quantities of water for at least 15 minutes. If irritation occurs or persists, notify 
medical personnel and supervisor.  


 Skin Contact Wash exposed area with soap and water and remove contaminated clothing/shoes.  
If irritation occurs or persists, notify medical personnel and supervisor.  


 Inhalation Immediately move exposed subject to fresh air. If not breathing, give artificial 
respiration. If breathing is labored, administer oxygen. Immediately notify medical 
personnel and supervisor.  


 Ingestion If swallowed, call a physician immediately. Do not give anything to drink unless 
directed by medical personnel. Never give anything by mouth to an unconscious 
person. Notify medical personnel and supervisor.  


 Protection of first aid 
responders 


See Section 8 for Exposure Controls/Personal Protection recommendations.  


Most important symptoms 
and effects, both acute and 
delayed 


See Sections 2 and 11  


Indication of immediate 
medical attention and 
special treatment needed, if 
necessary 


Treat symptomatically and supportively. If accidental exposure occurs to an 
individual who is also taking one or more concomitant medications, consult the 
respective package or prescribing information for potential drug interactions.  
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SECTION 5 - FIREFIGHTING MEASURES 


Extinguishing media Use water spray (fog), foam, dry powder, or carbon dioxide, as appropriate for 
surrounding fire and materials.  


Specific hazards arising 
from the substance or 
mixture 


No information identified. May emit toxic gases of carbon monoxide, carbon 
dioxide, and oxides of nitrogen.  


 Flammability/Explosivity No explosivity or flammability data identified. High concentrations of finely 
divided airborne organic particles can potentially explode if ignited.  


Advice for firefighters In case of fire in the surroundings: use the appropriate extinguishing agent. Wear 
full protective clothing and an approved, positive pressure, self-contained 
breathing apparatus. Decontaminate all equipment after use.  


SECTION 6 - ACCIDENTAL RELEASE MEASURES 


Personal precautions, 
protective equipment and 
emergency procedures 


If product is released or spilled, take proper precautions to minimize exposure by 
using appropriate personal protective equipment (see Section 8). Area should be 
adequately ventilated.  


Environmental precautions Do not empty into drains. Avoid release to the environment.  


Methods and material for 
containment and cleaning 
up 


DO NOT RAISE DUST. Surround spill or powder with absorbents and place a 
damp cloth or towel over the area to minimize entry of powder into the air. Add 
excess liquid to allow the material to enter into solution. Capture remaining liquid 
onto spill absorbents. Place spill materials into a leak-proof container for disposal 
in accordance with applicable waste disposal regulations (see section 13).  
Decontaminate the area twice with an appropriate solvent (see section 9).  


Reference to other sections See Sections 8 and 13 for more information.  


SECTION 7 - HANDLING AND STORAGE 


Precautions for safe 
handling 


Follow recommendations for handling pharmaceutical agents (i.e., use of 
engineering controls and/or other personal protective equipment if needed). Avoid 
contact with eyes, skin and other mucous membranes. Wash thoroughly after 
handling. Avoid breathing dust.  


Conditions for safe storage 
including any 
incompatibilities 


Store at controlled room temperatures (20-25°C) away from incompatible 
materials.  


Specific end use(s) No information identified.  
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SECTION 8 - EXPOSURE CONTROLS/PERSONAL PROTECTION 


Control 
Parameters/Occupational 
Exposure Limit Values 


 


 Compound Issuer Type OEL 
 NBI-98854 Neurocrine 


Biosciences 
 


8-Hour TWA 30 µg/m3 


Exposure/Engineering 
controls 


Control exposures to below the OEL. Selection and use of containment devices 
and personal protective equipment should be based on a risk assessment of 
exposure potential. Use local exhaust and/or enclosure at dust-generating points.  
Emphasis is to be placed on closed material transfer systems and process 
containment, with limited open handling of powders. High-energy operations such 
as milling, particle sizing, spraying or fluidizing should be done within an 
approved emission control or containment system.  


 Respiratory protection Choice of respiratory protection should be appropriate to the task and the level of 
existing engineering controls. For routine powder handling tasks, an approved and 
properly fitted air-purifying respirator with HEPA filters should provide ancillary 
protection based on the known or foreseeable limitations of existing engineering 
controls. Use a powered air-purifying respirator equipped with HEPA filters or 
combination filters or a positive-pressure air-supplied respirator if there is any 
potential for an uncontrolled release, when exposure levels are not known, or in 
any other circumstances where a lower level of respiratory protection may not 
provide adequate protection.  


 Hand protection Wear nitrile or other impervious gloves if skin contact is possible. When the 
material is dissolved or suspended in an organic solvent, wear gloves that provide 
protection against the solvent.  


 Skin protection Wear appropriate gloves, lab coat, or other protective overgarment if skin contact 
is likely. Base the choice of skin protection on the job activity, potential for skin 
contact and solvents and reagents in use.  


 Eye/face protection Wear safety glasses with side shields, chemical splash goggles, or full face shield, 
if necessary. Base the choice of protection on the job activity and potential for 
contact with eyes or face. An emergency eye wash station should be available.  


 Environmental Exposure 
Controls 


Avoid release to the environment and operate within closed systems wherever 
practicable. Air and liquid emissions should be directed to appropriate pollution 
control devices. In case of spill, do not release to drains. Implement appropriate 
and effective emergency response procedures to prevent release or spread of 
contamination and to prevent inadvertent contact by personnel.  


 Other protective 
measures 


Wash hands in the event of contact with this substance, especially before eating, 
drinking or smoking. Protective equipment is not to be worn outside the work area 
(e.g., in common areas or out-of-doors). Decontaminate all protective equipment 
following use.  
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SECTION 9 - PHYSICAL AND CHEMICAL PROPERTIES 


Information on basic 
physical and chemical 
properties 


 


 Appearance Solid  


 Color White to near-white  


 Odor No information identified.  


 Odor threshold No information identified.  


 pH Not applicable  


 Melting point/freezing 
point 


No information identified.  


 Initial boiling point and 
boiling range 


Not applicable  


 Flash point No information identified.  


 Evaporation rate No information identified.  


 Flammability (solid, gas) No information identified.  


 Upper/lower 
flammability or explosive 
limits 


No information identified.  


 Vapor pressure No information identified  


 Vapor density No information identified.  


 Relative density No information identified.  


 Water solubility Soluble in water.  


 Solvent solubility Very soluble in methanol. Soluble in ethanol. Moderately soluble in isopropyl 
alcohol and acetonitrile. Limited solubility in ethyl acetate.  


 Partition coefficient 
(n-octanol/water) 


log P - 3.69  


 Auto-ignition 
temperature 


No information identified.  


 Decomposition 
temperature 


No information identified.  


 Viscosity No information identified.  


 Explosive properties No information identified.  


 Oxidizing properties No information identified.  
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SECTION 9 - PHYSICAL AND CHEMICAL PROPERTIES …continued 


Other information  


 Molecular weight Proprietary  


 Molecular formula Proprietary  


SECTION 10 - STABILITY AND REACTIVITY 


Reactivity No information identified.  


Chemical stability No information identified.  


Possibility of hazardous 
reactions 


Not expected to occur.  


Conditions to avoid No information identified.  


Incompatible materials No information identified.  


Hazardous decomposition 
products 


No information identified.  


SECTION 11 - TOXICOLOGICAL INFORMATION 


Information on toxicological 
effects 


 


 Route of entry May be absorbed by inhalation, skin contact and ingestion.  


 Acute toxicity  
 Compound Type Route Species Dose 
 NBI-98854 Maximum 


Tolerated 
Acute Dose 


Oral Rat <60 mg/kg 


  Maximum 
Tolerated 
Acute Dose 
 


Oral Dog 50 mg/kg 


 Additional acute toxicity 
information 


In single dose studies in dogs and rats, morbidity was associated with a dose of 80 
and >100 mg/kg NBI-98854, respectively.  


 Irritation/Corrosion No studies identified.  


 Sensitization No studies identified.  


 STOT-single exposure Single oral doses of up to 15 mg/kg/day NBI-98854 were tolerated in rats and 
dogs. Several of the clinical signs observed in animals were consistent with the 
biological effects of these drugs to deplete monoamines (e.g. primarily dopamine) 
in the nervous system.  
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SECTION 11 - TOXICOLOGICAL INFORMATION …continued 


 STOT-repeated 
exposure/Repeat-dose 
toxicity 


Repeat-dose studies with NBI-98854 in rats and dogs were conducted for up to 6 
and 9 months, respectively. In rats, oral doses of 3 mg/kg/day resulted in adrenal 
cortex (angiectasis), and bone marrow (depletion of adipocytes) toxicities; 10 
mg/ kg/day resulted in sporadic myoclonic jerking/clonic convulsions and 
decrease in uterine weights in females, a prolactin related effect. The 
no-observed-adverse- effect level (NOAEL) was reported as 3 mg/kg/day. In dogs, 
decreased activity, tremors, and partially closed eyelids were noted at 10 
mg/kg/day; changes in blood coagulation parameters were noted at 15 mg/kg/day. 
The NOAEL was reported as 15 mg/kg/day.         
 
In 3-month oral studies in mice, daily administration of NBI-98854 at a dose of up 
to 100 mg/kg/day was not associated with gross or microscopic changes in the 
brain, nor any clinical pathology findings. However, the NOAEL was considered 
to be 60 mg/kg/day, based on mortality noted in the higher dose group (100 
mg/kg/ day).  


 Reproductive toxicity In a rat fertility study, an oral dose of 10 mg/kg/day (the highest dose tested) was 
considered to be the NOEL for early embryonic development; the NOAEL for 
male and female fertility was 3 mg/kg/day, based on the observed lower fertility 
indices in males and females.  


 Developmental toxicity In rats and rabbits administered oral doses of up to 15 and 100 mg/kg/day, 
respectively, there was no evidence of a teratogenic effect (even in the presence of 
significant maternal toxicity). The NOAEL in rats was 15 mg/kg/day; in rabbits, 
the NOAEL was considered to be 50 mg/kg/day, based on decreased fetal body 
weights and evidence of growth delays in the high dose group.  


 Genotoxicity NBI-98854 was negative in the following short-term screening tests for 
genotoxicity: in vitro Ames bacterial mutagenicity assay, in vitro chromosomal 
aberration assay, in vivo rat bone marrow micronucleus assay.  


 Carcinogenicity No studies identified. This substance is not listed by NTP, IARC, ACGIH or 
OSHA as a carcinogen.  


 Aspiration hazard No data available.  


 Human health data See "Section 2 - Other Hazards"  


SECTION 12 - ECOLOGICAL INFORMATION 


Toxicity  
 Compound Type Species Concentration 
 NBI-98854 -- -- -- 


 
Additional toxicity 
information 


No data available.  


Persistence and 
Degradability 


No data available.  
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SECTION 12 - ECOLOGICAL INFORMATION …continued 


Bioaccumulative potential No data available.  


Mobility in soil No data available.  


Results of PBT and vPvB 
assessment 


No data available.  


Other adverse effects No data available.  


Note The environmental characteristics of this substance have not been fully 
investigated. Releases to the environment should be avoided.  


SECTION 13 - DISPOSAL CONSIDERATIONS 


Waste treatment methods Used product should be disposed of according to local, state, and federal 
regulations. Do not send down the drain or flush down the toilet. All wastes 
containing the material should be properly labeled. Dispose of wastes in 
accordance to prescribed federal, state, and local guidelines, e.g., appropriately 
permitted chemical waste incinerator. Rinse waters resulting from spill cleanups 
should be discharged in an environmentally safe manner, e.g., appropriately 
permitted municipal or on-site wastewater treatment facility.  


SECTION 14 - TRANSPORT INFORMATION 


Transport Based on the available data, this substance is regulated as a hazardous material/ 
dangerous good under EU ADR/RID, US DOT, Canada TDG, IATA, or IMDG.  


UN number 2811  


UN proper shipping name Toxic solid, organic, n.o.s. (contains NBI-98854)  


Transport hazard classes 
and packing group 


Hazard Class 6.1 - Packing Group III  


Environmental hazards Based on the available data, this substance is not regulated as an environmental 
hazard or a marine pollutant.  


Special precautions for 
users 


Substance not fully tested - avoid exposure.  


Transport in bulk according 
to Annex II of 
MARPOL73/78 and the IBC 
Code 


Not applicable.  
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SECTION 15 - REGULATORY INFORMATION 


Safety, health and 
environmental 
regulations/legislation 
specific for the substance or 
mixture 


This SDS complies with the requirements under US, EU and GHS (EU CLP - 
Regulation EC No 1272/2008) guidelines. Consult your local or regional 
authorities for more information.  


Chemical safety assessment Not conducted.  


OSHA Hazardous Yes. Harmful if swallowed. May cause adverse effects to the central nervous 
system based on animal data.  


WHMIS classification This substance has been classified in accordance with the hazard criteria of the 
Controlled Products Regulations and the SDS contains all of the information 
required by those regulations.  


TSCA status Not listed  


SARA section 313 Not listed.  


California proposition 65 Not listed.  


SECTION 16 - OTHER INFORMATION 


Full text of R phrases and 
EU Classifications 


T - Toxic. R25 - Toxic if swallowed. R68/22 - Harmful: possible risk of 
irreversible effects if swallowed. R48/22 - Danger of serious damage to health by 
prolonged exposure if swallowed.  


Full text of H phrases, P 
phrases and GHS 
classification 


ATO3 - Acute Toxicity (Oral) Category 3. H301 - Toxic if swallowed. STOT-SE3 
- Specific Target Organ Toxicity Following Single Exposure Category 3. H336 - 
May cause drowsiness or dizziness. STOT-RE2 - Specific Target Organ Toxicity 
Following Repeated Exposure Category 2. H373 - May cause damage to the 
central nervous system through prolonged or repeated exposure.  


Sources of data Information from published literature and internal company data.  


Abbreviations ACGIH - American Conference of Governmental Industrial Hygienists; ADR/RID 
- European Agreement Concerning the International Carriage of Dangerous Goods 
by Road/Rail; AIHA - American Industrial Hygiene Association; CAS# - 
Chemical Abstract Services Number; CLP - Classification, Labelling, and 
Packaging of Substances and Mixtures; DNEL - Derived No Effect Level; DOT - 
Department of Transportation; EINECS - European Inventory of New and 
Existing Chemical Substances; ELINCS - European List of Notified Chemical 
Substances; EU - European Union; GHS - Globally Harmonized System of 
Classification and Labeling of Chemicals; IARC - International Agency for 
Research on Cancer; IDLH - Immediately Dangerous to Life or Health; IATA - 
International Air Transport Association; IMDG - International Maritime 
Dangerous Goods; LOEL - Lowest Observed Effect Level; LOAEL - Lowest 
Observed Adverse Effect Level; NIOSH - The National Institute for Occupational 
Safety and Health; NOEL - No Observed Effect Level; NOAEL - No Observed 
Adverse Effect Level; NTP - National Toxicology Program; OEL - Occupational 
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SECTION 16 - OTHER INFORMATION …continued 


Abbreviations …continued 
 


Exposure Limit; OSHA - Occupational Safety and Health Administration; PNEC - 
Predicted No Effect Concentration; SARA - Superfund Amendments and 
Reauthorization Act; STEL - Short Term Exposure Limit; TDG - Transportation 
of Dangerous Goods; TSCA - Toxic Substances Control Act; TWA - Time 
Weighted Average; WHMIS - Workplace Hazardous Materials Information 
System  


Revisions This is the second version of this SDS.  


Disclaimer The above information is based on data available to us and is believed to be 
correct. Since the information may be applied under conditions beyond our control 
and with which we may be unfamiliar, we do not assume any responsibility for the 
results of its use and all persons receiving it must make their own determination of 
the effects, properties and protections which pertain to their particular conditions. 
No representation, warranty, or guarantee, express or implied (including a 
warranty of fitness or merchantability for a particular purpose), is made with 
respect to the materials, the accuracy of this information, the results to be obtained 
from the use thereof, or the hazards connected with the use of the material.  
Caution should be used in the handling and use of the material because it is a 
pharmaceutical product. The above information is offered in good faith and with 
the belief that it is accurate. As of the date of issuance, we are providing all 
information relevant to the foreseeable handling of the material. However, in the 
event of an adverse incident associated with this product, this Safety Data Sheet is 
not, and is not intended to be, a substitute for consultation with appropriately 
trained personnel.  


 
 







