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Document No. 2944

DEPARTMENT OF HEALTH AND ENVIRONMENTAL CONTROL

CHAPTER 61

Statutory Authority: S.C. Code Section 44-93-10 et  seq.;

44-93-100 (Act 351, July 20, 2002)

R.61-105. Infectious Waste Management Regulations

Synopsis:

The South Carolina General Assembly amended the Infectious Waste Management Act by Act 351, effective July 20, 2002.  This amendment of Section 44-93-100 requires that used sharps, such as, needles and syringes, from generators producing less than 50 pounds of infectious waste per month be treated prior to landfill disposition. This amendment revises R.61-105 to conform to these changes.   

Also, the Department is clarifying Section G (Small Quantity Generators) of R. 61-105 by more clearly stating that if small quantity generators produce 50 pounds of infectious waste or more in any one calendar month, they must manage the waste according to R. 61-105.  Generator status may be re-evaluated after the generator produces documentation showing 12 consecutive calendar months of waste production less than 50 pounds every month. 

Additionally, stylistic changes are proposed to include corrections for clarification, references, and spelling to improve the overall text of the regulation.

Discussion of Proposed Revisions:

SECTION 



CHANGE

61-105.F(6)(h)



Revised by moving a portion of the language to F(6)(i) and adding  “transport offsite for treatment at a permitted treatment facility” for clarification.

61-105.F(6)(i)



Revised by moving existing language to F(6)(j) and by moving “offer infectious waste for offsite transport only to a transporter who maintains a current registration with the Department; and” from F(6)(h) to F(6)(i).

61-105.F(6)(j)



Moved existing language from F(6)(i) to F(6)(j).

61-105.G(1)(a)



Deleted reference to 6(h) and added 6(i) to end of sentence. 

61-105.G(1)(b)(i)-(iii)


Revised these subitems to comply with Act 351 regarding use of sharps. This revision changes subsection items G(1)(b)(i)-(iii) to G(1)(b)(i)-(ii). “Sharps, microbiological cultures, products of conception, and human blood and blood products must be managed pursuant to this regulation.” 

61-105.G(3)



Corrected the reference “EE” by replacing with “DD” .

New

61-105.G(4)



Added to clarify requirement that “If in any calendar month 50 pounds or more of infectious waste is produced, the generator must notify the Department in writing; manage the infectious waste pursuant to the entire regulation; and pay the annual fee as outlined in Section DD of this regulation.  A generator will be able to claim designation as a small quantity generator after submitting documentation demonstrating 12 calendar months of waste production less than 50 pounds.”

 Existing

61-105.U(14)(g)


Revised to assure that treatment residues are disposed of in accordance with applicable State and Federal requirements.

Existing 

61-105.W(5)



Revised by deleting “and pay a fee as specified in the fees section”.

Instructions:  Amend R.61-105 pursuant to each individual instruction provided with the text below:

Text:

 Sections 61-105.F and F(1) through F(6)(g) and F(7) remain the same; section 61-105.F(6)(h) and (i) subitems are revised to 61-105.F(6)(h), F(6)(i), and F(6)(j), to read as follows:


(h)  treat infectious waste onsite  or transport offsite for treatment at a permitted treatment facility.


(i)  offer infectious waste for offsite transport only to a transporter who maintains a current registration with the Department, and


(j)  weigh waste prior to sending offsite for disposal and maintain monthly generation rates in the facility operating record.

Section 61-105.G(1)(a) subitem is revised to read:


(a) the provisions of Section E and F, except Section F(4), (5) and (6)(i).

Section 61-105.G(1)(b)(i)-(iii) subitems are revised to 61-105.G(1)(b)(i)-(ii) to read:


(b)  the management of the following infectious waste:



(i)  sharps, microbiological cultures, products of conception, and human blood and blood products must be managed pursuant to this regulation; and



(ii) all other infectious waste may be disposed of as other solid waste after being properly packaged to prevent exposure to solid waste workers and the public.

Section 61-105.G(3) is revised to read:

If a small quantity generator offers infectious waste for transport offsite for treatment at a destination facility, the waste must be managed pursuant to Sections H through DD of this regulation.

New Section 61-105.G(4) is added to read:


(4)  If in any calendar month 50 pounds of infectious waste or more is produced, the generator must notify the Department in writing; manage infectious waste pursuant to the entire regulation; and pay the annual fee as outlined in Section DD of this regulation.  A generator will be able to claim designation as a small quantity generator after submitting documentation demonstrating 12 calendar months of waste production less than 50 pounds.

Section 61-105.U(14)(g) is revised to read:


(g)  assure that treatment residues are disposed of in accordance with applicable State and Federal requirements.

Section 61-105.W(5) is revised to read:


(5) To obtain an Infectious Waste Management Permit, the person must complete a permit application as designed by the Department. Permit applications will not be processed until they are deemed complete by the Department.

Fiscal Impact Statement:

There will be minimal cost to the state and its political subdivisions. 

Statement of Need and Reasonableness:

The Statement of Need and Reasonableness was determined by staff analysis pursuant to SC Code Section 1-23-115(C)(1)-(3) and (9)-(11):

 DESCRIPTION OF REGULATION:  R.61-105, Infectious Waste Management

Purpose of Regulation: The purpose of this revision is to amend R.61-105 to comply with the provisions of Act 351, effective July 20, 2002, that amended the Infectious Waste Management Act. This amendment of Section 44-93-100 requires that used sharps, such as needles and syringes, from generators producing less than 50 pounds of infectious waste per month be treated prior to landfill disposition. Additionally, this amendment will clarify Section G (Small Quantity Generators) of R. 61-105 by more clearly stating that if small quantity generators produce 50 pounds of infectious waste or more in any one calendar month, they must manage the waste according to R. 61-105. Generator status may be re-evaluated after the generator produces documentation showing 12 consecutive calendar months of waste production less than 50 pounds every month. This amendment will also include corrections for clarification, references, and spelling to improve the overall text of the regulation.

Legal Authority: The Infectious Waste Management Regulations are authorized by the Infectious Waste Management Act of S.C. Code Section 44-93-10 et seq., 1976, as amended;  Section 44-93-100 (Act 351, July 20, 2002)

Plan for Implementation: The amendments will make changes to and be incorporated into R.61-105 upon approval of the General Assembly and publication in the State Register. The proposed amendments will be implemented in the same manner in which the existing regulations are implemented.

DETERMINATION OF NEED AND REASONABLENESS OF THE REGULATION BASED ON ALL FACTORS HEREIN AND EXPECTED BENEFITS: Since Regulation 61-105 was last amended, the South Carolina General Assembly amended the Infectious Waste Management Act. To bring the regulation up-to-date to comply with the statutory amendment, the Department has amended Section G, under Small Quantity Generators, to require small quantity generators to treat sharps before disposal prior to landfill disposition.  Also, it is necessary that the Department amend Section G by more clearly stating that if small quantity generators produce 50 pounds of infectious waste or more in any one calendar month, they must manage the waste according to R.61-105.  Generator status may be re-evaluated after the generator produces documentation showing 12 consecutive calendar months of waste production less than 50 pounds every month. Additionally, stylistic changes to include corrections for clarification, references, and spelling were made to improve the overall text of the regulation. 

DETERMINATION OF COST AND BENEFITS:  There will be minimal cost to the state and its political subdivisions to implement these changes.  There will be costs to the regulated community.  Some small quantity generators will incur costs to properly dispose of sharps. Proper treatment of sharps before disposal is inexpensive. 

UNCERTAINTIES OF ESTIMATES: None

EFFECT ON ENVIRONMENT AND PUBLIC HEALTH: There will be no adverse effect on the environment. The amendments will promote public health by improving the management of infectious waste within the health care community.

DETRIMENTAL EFFECT ON THE ENVIRONMENT AND PUBLIC HEALTH IF THE REGULATION IS NOT IMPLEMENTED: The State’s Infectious Waste Management Regulations are believed to be beneficial to public health and the environment. There would be an adverse effect on the Department’s ability to carry out its statutory mandate to ensure the proper management of infectious waste in a manner that is protective of public health and the environment.

Statement of Rationale: Effective July 20, 2002, Act 351 amended S. C. Code Section 44-93-100. This Act requires small quantity generators, those producing less than 50 pounds of infectious waste per month, to properly treat sharps prior to landfill disposition. The Department supported this legislation because proper disposal of contaminated sharps preserves public health by protecting solid waste workers and the public from injury and disease transmission. These regulatory changes are necessary to comply with the change in the law.  Also, the Department is clarifying the Small Quantity Generator section. The revisions are not significant changes and can be described as administrative refinement of existing policy. No new scientific studies or information precipitated the development of the proposed revisions. The experience and professional judgment of the Department’s staff were relied upon in developing the regulation. The revisions address questions from the regulated community regarding generator status.

