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Article 58.

North Carolina Biologics Law of 1981.

§ 106‑707.  Short title and purpose.
This Article shall be known as "The North Carolina Biologics Law of 1981." The purpose of 

the law is to provide for the production and sale of biologics for the prevention or treatment of 
disease in animals other than man and to establish controls for the sale and use of biologics in North 
Carolina. (1981, c. 552, s. 1.)

§ 106‑708.  Definitions.
For purposes of this Article, the following words, terms and phrases are defined as follows:

(1)	 "Animal" means all birds and mammals, other than man, to which biologics 
may be administered.

(2)	 "Biologics" means preparations made from living organisms and their products, 
including serums, vaccines, antigens and antitoxins which are used for the 
treatment or prevention of diseases in animals other than humans, or in the 
diagnosis of diseases.

(3)	 "Board" means the North Carolina Board of Agriculture.
(4)	 "Commissioner" means the Commissioner of Agriculture.
(5)	 "Department" means the Department of Agriculture and Consumer Services. 

(1981, c. 552, s. 1; 1997‑261, s. 70.)

§ 106‑709.  Rules and regulations.
The Board of Agriculture shall adopt rules and regulations necessary for the implementation 

and administration of this Article. (1981, c. 552, s. 1.)

§ 106‑710.  Biologics production license.
(a)	 No person shall engage in the production of biologics except in:

(1)	 An establishment licensed by the Department;
(2)	 An establishment licensed by the United States Department of  Agriculture; or
(3)	 An establishment producing biologics only for use by the owner or operator of 

the establishment for animals owned by him, if the biologics are registered with 
the Commissioner.

(b)	 Any establishment applying for a license to produce biologics shall be inspected by the 
Commissioner. Approval shall be based on compliance with the rules and regulations adopted by 
the board.

(c)	 Application for a license to produce biologics shall be made on forms provided by the 
Commissioner and shall be accompanied by a reasonable fee as established by the board.

(d)	 Upon approval, a license shall be granted upon payment of the annual license fee of one 
hundred dollars ($100.00) for each establishment licensed, and an additional fee of fifty dollars 
($50.00) for each product produced at any time during the year. This license shall be renewed 
annually. The annual renewal fee shall be paid on or before the first day of July of each year. (1981, 
c. 552, s. 1.)

§ 106‑711.  License revocation or suspension.
The Commissioner, upon a finding that a licensed establishment producing biologics is not in 

compliance with this Article or any rules or regulations promulgated thereunder, may revoke or 
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suspend the license in accordance with Chapter 150B of the General Statutes. (1981, c. 552, s. 1; 
1987, c. 827, s. 1.)

§ 106‑712.  Registration of biologics.
(a)	 No person shall offer for sale or use any biologic in North Carolina unless it is 

registered with the Commissioner. The registration shall be made on forms provided by the 
Commissioner. The forms shall require the applicant to provide information showing that the 
biologic:

(1)	 Is produced under procedures approved by the Commissioner;
(2)	 Is safe and noninjurious to animals when used as directed;
(3)	 Is labeled for proper handling, use and contents;
(4)	 Is produced in an establishment licensed under this Article; and
(5)	 Is not in violation of this Article or any rule or regulation promulgated 

thereunder.
(b)	 The application for registration shall also include a protocol of methods of production 

in detail which is followed in the production of the biologic, a sample of the label to be placed on 
the biologic, and any other information prescribed by the board as necessary for the 
implementation of this Article. (1981, c. 552, s. 1.)

§ 106‑713.  Revocation or suspension of registration.
The Commissioner, upon a finding that a registered biologic is being produced, sold or 

distributed in violation of this Article or any rules or regulations promulgated thereunder, may 
revoke or suspend the regulation in accordance with Chapter 150B of the General Statutes. (1981, 
c. 552, s. 1; 1987, c. 827, s. 1.)

§ 106‑714.  Penalties for violation.
(a)	 Any person adjudged to have violated any provision of this Article or the rules and 

regulations promulgated thereunder is guilty of a Class 2 misdemeanor.  The Attorney General or 
his representative has concurrent jurisdiction with the district attorneys of this State to prosecute 
violations under this section.

(b)	 The Commissioner may apply to the Superior Court for an injunction to restrain and 
prevent violations of this Article or the rules and regulations promulgated thereunder irrespective 
of whether there exists an adequate remedy elsewhere at law. (1981, c. 552, s. 1; 1993, c. 539, s. 
811; 1994, Ex. Sess., c. 24, s. 14(c).)

§ 106‑715.  Civil penalties.
The Commissioner may assess a civil penalty of not more than five thousand dollars ($5,000) 

against any person who violates a provision of this Article or any rule promulgated thereunder. In 
determining the amount of the penalty, the Commissioner shall consider the degree and extent of 
harm caused by the violation.

The clear proceeds of civil penalties assessed pursuant to this section shall be remitted to the 
Civil Penalty and Forfeiture Fund in accordance with G.S. 115C‑457.2. (1995, c. 516, s. 15; 
1998‑215, s. 22.)

§§ 106‑716 through 106‑718.  Reserved for future codification purposes.


