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SOUTH CAROLINA STATE REGISTER

An official state publication, the South Carolina State Register is a temporary update to South Carolina’s official
compilation of agency regulations--the South Carolina Code of Regulations. Changes in regulations, whether by
adoption, amendment, repeal or emergency action must be published in the State Register pursuant to the
provisions of the Administrative Procedures Act. The State Register also publishes the Governor’s Executive
Orders, notices or public hearings and meetings, and other documents issued by state agencies considered to be in
the public interest. All documents published in the State Register are drafted by state agencies and are published
as submitted. Publication of any material in the State Register is the official notice of such information.

STYLE AND FORMAT
Documents are arranged within each issue of the State Register according to the type of document filed:

Notices are documents considered by the agency to have general public interest.

Notices of Drafting Regulations give interested persons the opportunity to comment during the initial drafting
period before regulations are submitted as proposed.

Proposed Regulations are those regulations pending permanent adoption by an agency.

Pending Regulations Submitted to the General Assembly are regulations adopted by the agency pending
approval by the General Assembly.

Final Regulations have been permanently adopted by the agency and approved by the General Assembly.
Emergency Regulations have been adopted on an emergency basis by the agency.

Executive Orders are actions issued and taken by the Governor.

2003 PUBLICATION SCHEDULE

Documents will be accepted for filing on any normal business day from 8:30 A.M. until 5:00 P.M. All documents
must be submitted in the format prescribed in the Standards Manual for Drafting and Filing Regulations.

To be included for publication in the next issue of the State Register, documents will be accepted no later than
5:00 P.M. on any closing date. The modification or withdrawal of documents filed for publication must be made
by 5:00 P.M. on the closing date for that issue.

Jan. Feb. Mar. Apr. May June July Aug. Sept. Oct. Nov.  Dec.

Submission 1/10 | 2/14 | 3/14 | 4/11 5/9 6/13 | 7/11 8/8 9/12 10/10 | 11/14 | 12/12
Deadline

Publishing 124 | 2/28 | 3/28 | 4/25 5/23 6/27 | 7/25 8/22 | 9/26 10/24 | 11/28 | 12/26
Date
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REPRODUCING OFFICIAL DOCUMENTS

Documents appearing in the State Register are prepared and printed at public expense. Media services are
encouraged to give wide publicity to documents printed in the State Register.

PUBLIC INSPECTION OF DOCUMENTS

Documents filed with the Office of the State Register are available for public inspection during normal office
hours, 8:30 A.M. to 5:00 P.M., Monday through Friday. The Office of the State Register is in the Legislative
Council, Fourth Floor, Rembert C. Dennis Building, 1000 Assembly Street, in Columbia. Telephone inquiries
concerning material in the State Register or the South Carolina Code of Regulations may be made by calling
(803) 734-2145.

ADOPTION, AMENDMENT AND REPEAL OF REGULATIONS

To adopt, amend or repeal a regulation, an agency must publish in the State Register a Notice of Drafting; a
Notice of the Proposed Regulation that contains an estimate of the proposed action’s economic impact; and, a
notice that gives the public an opportunity to comment on the proposal. If requested by twenty-five persons, a
public hearing must be held at least thirty days after the date of publication of the notice in the State Register.

After the date of hearing, the regulation must be submitted to the General Assembly for approval. The General
Assembly has one hundred twenty days to consider the regulation. If no legislation is introduced to disapprove or
enacted to approve before the expiration of the one-hundred-twenty-day review period, the regulation is approved
on the one hundred twentieth day and is effective upon publication in the State Register.

EMERGENCY REGULATIONS

An emergency regulation may be promulgated by an agency if the agency finds imminent peril to public health,
safety or welfare. Emergency regulations are effective upon filing for a ninety-day period. If the original filing
began and expired during the legislative interim, the regulation can be renewed once.

REGULATIONS PROMULGATED TO COMPLY WITH FEDERAL LAW

Regulations promulgated to comply with federal law are exempt from General Assembly review. Following the
notice of proposed regulation and hearing, regulations are submitted to the State Register and are effective upon
publication.

EFFECTIVE DATE OF REGULATIONS

Final Regulations take effect on the date of publication in the State Register unless otherwise noted within the
text of the regulation.

Emergency Regulations take effect upon filing with the Legislative Council and remain effective for ninety
days. If the original ninety-day period begins and expires during legislative interim, the regulation may be

refiled for one additional ninety-day period.
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EXECUTIVE ORDERS 3
2003-15
WHEREAS, the economic health of this State is a top priority for our citizens; and

WHEREAS, as chief executive of the State, I am charged with improving the way our state government
does business; and

WHEREAS, it is necessary to determine ways in which government systems and services can be made
more productive, more efficient and less costly, while providing an emphasis on customer satisfaction and
productivity; and

WHEREAS, other states and the federal government have successfully undertaken similar efforts and
identified sound management practices while enhancing accountability and performance, thereby serving the best
interests of their citizens.

NOW, THEREFORE, I do hereby establish the Governor’s Commission on Management,
Accountability, and Performance (the “Commission”).

1. The Commission shall analyze government systems and services in South Carolina in an effort to
propose changes which will reduce costs, increase accountability, improve service, consolidate
similar functions, return functions to the private sector, and help South Carolina be more
competitive in a world economy.

2. The Commission shall be comprised of fourteen members appointed by the governor, one of
whom shall serve as chair, and the Lieutenant Governor and Comptroller General as ex officio
members.

3. The Commission shall be authorized in the furtherance of its mission to hold public hearings,
conduct site visits of government agencies, and take such other actions as it deems necessary and
advisable.

4. The Commission will release its final report by September 30, 2003.

5. The Governor’s Office and the Office of the Executive Director, Budget and Control Board, shall

provide staff support as necessary to assist the Commission in carrying out the directives of this
Executive Order.

This Order shall take effect immediately.

GIVEN UNDER MY HAND AND THE
GREAT SEAL OF THE STATE OF SOUTH
CAROLINA, THIS 10th DAY OF JUNE,
2003

MARK SANFORD
Governor
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4 NOTICES
DEPARTMENT OF HEALTH AND ENVIRONMENTAL CONTROL

NOTICE OF PROPOSED AMENDMENT TO THE
SOUTH CAROLINA AIR QUALITY IMPLEMENTATION PLAN
CHAPTER 61
Statutory Authority: 1976 Code Section 48-1-10, ef seq.

TRANSPORTATION CONFORMITY
Synopsis:

Upon publication in the State Register on September 27, 1996, the South Carolina State Implementation
Plan (SIP) was revised to incorporate the applicable provisions of the transportation conformity review process in
accordance with the requirements of the Federal Clean Air Act Amendments as promulgated by the United States
Environmental Protection Agency (USEPA) on November 24, 1993 (58 FR 62188) in 40 CFR Part 51 Subpart T.
Under those authorities, no department, agency, or instrumentality of the Federal government shall engage in,
support in any way or provide financial assistance for, license or permit, or approve any activity that does not
conform to the SIP. The transportation conformity rule requires Federal agencies to determine, prior to taking any
action on transportation plans, programs, and projects, that such action will conform to the SIP to maintain the
National Ambient Air Quality Standards (NAAQS). The transportation conformity regulation applies only to
areas that are designated nonattainment or maintenance for any of the criteria pollutants (ozone, carbon monoxide,
small particulate matter, sulfur dioxide, nitrogen dioxide, or lead).

On August 15, 1997 (62 FR 43780), April 10, 2000 (65 FR 18911), and August 6, 2002 (67 FR 50808),
the USEPA promulgated amendments to the transportation conformity rule to streamline and clarify the criteria
and procedures for determining the conformity of transportation plans, programs, and projects. The State is
required by 40 CFR Part 51 Subpart T § 51.390 to amend the SIP by specifically removing any previously
applicable implementation plan transportation conformity requirements and submitting a revision to the SIP
meeting the requirements of 40 CFR Part 93 Subpart A. The South Carolina Department of Health and
Environmental Control (Department) proposes to adopt the applicable provisions of the Federal regulation as
promulgated, and to incorporate a revised Memorandum of Agreement that implements the “South Carolina Criteria
and Interagency Consultation Procedures for the Determination of the Conformity of Transportation Plans,
Programs, and Projects.”

Public Hearing:

Staff of the Department will conduct a public hearing on July 28, 2003 to receive comments on the
proposed amendments to the SIP. The public hearing will commence at 10:00 a.m. in room 2280 at the South
Carolina Department of Health and Environmental Control, 2600 Bull Street, Columbia, SC. Interested members
of the public are invited to attend the public hearing and to present comments on the proposed amendments.
Comments may also be submitted in writing to Dennis Camit at the South Carolina Department of Health and
Environmental Control, Division of Air Planning, Development, and Outreach, 2600 Bull Street, Columbia, SC
29201. To be considered, comments must be received by July 28, 2003, the close of the comment period.

DEPARTMENT OF HEALTH AND ENVIRONMENTAL CONTROL

In accordance with Section 44-7-200(C), Code of Laws of South Carolina, the public is hereby notified that a
Certificate of Need application has been accepted for filing and publication June 27, 2003, for the following
project(s). After the application is deemed complete, affected persons will be notified that the review cycle has
begun. For further information, please contact Mr. Albert N. Whiteside, Director, Division of Planning and
Certification of Need, 2600 Bull St., Columbia, SC 29201 at (803) 545-4200.
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NOTICES 5

Affecting Allendale, Bamberg, Barnwell and Hampton Counties

Provision of mobile Magnetic Resonance Imaging (MRI) services to Allendale County Hospital, Bamberg County
Memorial Hospital, Barnwell County Hospital, and Hampton Regional Medical Center.

Low Country Health Care Network

Bamberg, South Carolina

Project Cost: $869,723

Affecting Beaufort County

Conversion of two (2) special procedure rooms to two (2) endoscopy procedure rooms (ORs) restricted to
gastroenterology procedures, for a total of two (2) operating rooms and two (2) endoscopy procedure rooms
(ORs).

Hilton Head Medical Center and Clinics Ambulatory Surgery d/b/a

Bluffton-Okatie Outpatient Center

Okatie, South Carolina

Project Cost: $210,538

Affecting Darlington and Florence County

Relocation of 23 psychiatric beds from McLeod Regional Medical Center to Wilson Medical Center and
construction of a 23 bed psychiatric facility for a total of 49 acute care beds and 23 psychiatric beds at Wilson
Medical Center; conversion of 12 psychiatric beds to acute care beds for a total of 348 acute care beds at McLeod
Medical Center.

McLeod Regional Medical Center of the Pee Dee, Inc.

Florence, South Carolina

Project Cost: $4,947,500

Aftecting Greenville County

Relocation and expansion of the existing nursing home by adding 88 additional nursing home beds that do not
participate in the Medicaid (Title XIX) Program for a total of 176 nursing home beds.

Roger Huntington Nursing Center

Greer, South Carolina

Project Cost: $21,027,737

Affecting Greenville County

Relocation of the existing Ambulatory Surgery Center which includes two (2) licensed operating suites (ORs)
with no change in services.

Patewood Surgery Center, LLC

Greenville, South Carolina

Project Cost: $2,886,317

Affecting Greenwood County

Construction to replace the existing ambulatory surgery center to include the addition of two (2) licensed
endoscopy procedure rooms (ORs) resulting in a total of four (4) licensed endoscopy procedure rooms (ORs) in
the new facility, which is restricted to gastroenterology procedures only.

Greenwood Endoscopy Center, Inc.

Greenwood, South Carolina

Project Cost: $1,270,000
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6 NOTICES

Affecting Laurens County

Conversion of 37 institutional nursing home beds to community nursing home beds for a total of 7 institutional
and 81 community nursing home beds.

Martha Franks Baptist retirement Center

Laurens, South Carolina

Project Cost: $-0-

Affecting Orangeburg County

Purchase of Edisto Convalescent Center by Laurel Baye Properties of Orangeburg, LLC with subsequent lease to
Laurel Baye Healthcare Center of Orangeburg, LLC with no change in the licensed 113 nursing home beds.
Laurel Baye Healthcare of Orangeburg, LLC

Orangeburg, South Carolina

Project Cost: $2,994,500

Affecting York County

Replacement of equipment in the two (2) existing cardiac catheterization laboratories and the addition of a third
cardiac catheterization laboratory.

Piedmont Medical Center

Rock Hill, South Carolina

Project Cost: $7,550,890

In accordance with S.C. DHEC Regulation 61-15, the public and affected persons are hereby notified that the
review cycle has begun for the following project(s) and a proposed decision will be made within 60 days
beginning June 27, 2003. "Affected persons" have 30 days from the above date to submit comments or requests
for a public hearing to Mr. Albert N. Whiteside, Director, Division of Planning and Certification of Need, 2600
Bull Street, Columbia, S.C. 29201. For further information call (803) 545-4200.

Affecting Calhoun and Orangeburg Counties

Provision of mobile Positron Emission Tomography (PET) services for two days a week.
The Regional Medical Center of Orangeburg & Calhoun Counties

Orangeburg, South Carolina

Project Cost: $680,833

Affecting Florence County

Replacement of current single slice Computed Tomography (CT) scanner with a multi-slice scanner.
Carolinas Hospital System

Florence, South Carolina

Project Cost: $1,329,675

Affecting Greenwood County

Construction to replace the existing ambulatory surgery center to include the addition of two (2) licensed
endoscopy procedure rooms (ORs) resulting in a total of four (4) licensed endoscopy procedure rooms (ORs) in
the new facility which is restricted to gastroenterology procedures only.

Greenwood Endoscopy Center, Inc.

Greenwood, South Carolina

South Carolina State Register Vol. 27, Issue 6
June 27, 2003



NOTICES 7
Project Cost: $1,270,000
Affecting Spartanburg County

Development of an Ambulatory Surgery Center with two (2) operating rooms.
Eastside Eye Center West

Spartanburg, South Carolina

Project Cost: $1,246,029

Copies of the proposed SIP amendment, for public notice and comment, may be obtained by contacting
Dennis Camit at the address provided above or by calling (803) 898-4284.

DEPARTMENT OF HEALTH AND ENVIRONMENTAL CONTROL
PUBLIC NOTICE

Pursuant to SC Code §49-21-40 and R. 121-12.7, the South Carolina Department of Health and Environmental
Control gives notice that the Lake Marion Regional Water Authority (LMRWA) has filed a Class I Interbasin
Transfer Application to transfer water from the Lower Santee River basin to the Black, the Edisto and the
Combahee-Coosawhatchie River basins. Raw water is withdrawn from Lake Marion in the Lower Santee basin
and will be treated at the proposed Lake Marion Regional Water Treatment Plant. Treated water will be
distributed to the LMRWA service area which initially includes the Towns of Elloree, Eutawville, Harleyville,
Holly Hill, Manning, Pinewood, St. George, Santee, Summerton, and Ridgeville. Future LMRWA service area
includes Calhoun, Colleton, Clarendon, Dorchester, Orangeburg and Sumter Counties. The requested duration of
the permit is for twenty (20) years to withdraw a daily average of 20 million gallons of water a day.

Any person may request a copy of the application by submitting a statement to the address below specifying how
you will be affected. Any person may submit comments on the application; to be considered, comments must be
received by the Department by the close of business on October 24, 2003. Any person wishing to receive
notification of the permit decision should submit a request for such notification (which may be included with your
comments) to the address below.

Comments should be directed to:
Tricia H. Kilgore

SCDHEC

2600 Bull Street

Columbia, SC 29201

DEPARTMENT OF HEALTH AND ENVIRONMENTAL CONTROL
PUBLIC NOTICE

Section IV of R.61-98, the State Underground Petroleum Environmental Response Bank (SUPERB) Site
Rehabilitation and Fund Access Regulation, requires that the Department of Health and Environmental Control
evaluate and certify site rehabilitation contractors to perform site rehabilitation of releases from underground
storage tanks under the State Underground Petroleum Environmental Response Bank (SUPERB) Act. Pursuant to
Section IV.B.1., the Department is required to place a list of those contractors requesting certification on public
notice and accept comments from the public for a period of thirty (30) days. If you wish to provide comments
regarding the companies and individuals listed below, please submit your comments in writing, no later than July
28, 2003 to:
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Contractor Certification Program

South Carolina Department of Health and Environmental Control
Underground Storage Tank Program

Attn: Barbara Boyd

2600 Bull Street

Columbia, SC 29201

The following companies and individuals have applied for certification as Underground Storage Tank
Site Rehabilitation Contractors:

Class 1 Class II

OPES, Inc. J. N. Pease Environmental Group, LLC

DEPARTMENT OF HEALTH AND HUMAN SERVICES

PUBLIC NOTICE

The Department of Health and Human Services (DHHS) hereby gives notice of the availability of the
“FFY-2004 Social Services Block Grant (SSBG) Pre-Expenditure Report” to the citizens of South
Carolina for review and comment. The report reflects plans of the DHHS/State of South Carolina to
expend SSBG funds for the 2004 fiscal year, October 1, 2003 through September 30, 2004.

This notice is given pursuant to the requirements of Title XX, Section 2004 of the Social Security Act (as enacted
in the Omnibus Budget Reconciliation Act of 1981 [P.L. 97-35] and codified at 42 U.S.C. 1397c). Comments
regarding this notice will be accepted for a period of thirty days from the date it is posted.

Written comments about the FFY-2004 Pre-Expenditure Report may be submitted to the Bureau of Community
Services, Department of Health and Human Services, Post Office Box 8206, Columbia, South Carolina 29202-
8206. Any written comments submitted may be reviewed by the public at the Department of Health and Human
Services, Division of Program Development, 8" floor — room 810, 1801 Main Street, Columbia, South Carolina,
Monday through Friday between the hours of 9:00 A.M. and 5:00 P.M.

A copy of the final and complete FFY-2004 SSBG application and post-expenditure report for FFY-2002 may be
obtained through written request to the DHHS address listed above or may be accessed through the DHHS
Internet site on the World Wide Web at http://www.dhhs.state.sc.us later this year. Final Versions of the full
report will also be on file in the state’s public libraries.
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Department of Health and Human Services

FY 2004 Pre-Expenditure Report

SERVICE NAME ADULTS CHILDREN TOTAL FUNDS
Adoption Services $153,250 $153,250
Case Management* $48,181 $89,479 $137,660
Counseling Services $113,625 211,019 $324,644
Day Care Adults $255,705 $255,705
Day Care Children $7,564,055 $7,564,055
Education/Training Services $397,345 $397,345
Foster Care Services - Children $1,487,211 $1,487,217
Home Based Services $2,311,285 $1,300,097 $3,611,382
Home Delivered Meals $997,791 $997,791
Prevention/Intervention 1,347,923 $1,347,923
Protective Services Adults $4,396,787 $4,396,787
Protective Services Children $761,329 $761,329
Special Services for the Disabled $78,425 $78,425
Other Services $138,992 $492,789 $631,781
TOTAL SERVICE DOLLARS $8,738,136 $13,407,152 $22,145,288
DHHS Administration $1,932,308
TOTAL OTHER EXPENDITURES $1,932,308
GRAND TOTAL** $24,077,596

Note: The SSBG program does not pay more than 8% indirect cost rate for purchase of services and training.
*For purchased services case management from providers other than SCDSS.
** SC DHHS anticipates TANF transfers of $9,996,782 to Protective Services for Children, Protective Services for Adults, and for Home

Based Services.
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10 NOTICES
SERVICES FUNDED IN TOTAL OR IN PART BY SSBG

Adoption Preservation Services are provided to maintain, support and strengthen a family created through
adoption. (Listed in the SSBG Plan under federal definition Adoption Services)

Adult Protective Services are available to protect incapacitated adults from abuse, neglect and exploitation, and if
possible, to help them resume their role as primary protector of themselves. (Listed in the SSBG Plan under federal
definition Protective Services Adults)

Child Care and Development provides supervised, planned developmental activities and nutritious meals and
snacks to children through 12 years of age or through 18 years of age if the child has special needs. The service is
available to parents or caretakers who are working, in school or in training; to children in need of protection; and
to children who are handicapped. (Listed in the SSBG Plan under federal service definition Day Care Children)

Child Protective Services are provided to families whose children have been abused or neglected and also
includes temporary emergency placement of children as a service component. (Listed in the SSBG Plan under
federal service definition Protective Services Children)

Day Care for Adults is offered to individuals who require hands-on assistance with any two activities of daily
living or who may require supervision in a structured environment due to moderate memory or cognitive
impairment and who lack other formal or informal resources.

Family Management Counseling includes an array of services to enhance self-sufficiency, knowledge, skills and
coping mechanisms provided to individuals or families at risk of entry into a more restrictive living environment
or service system. (Listed in the SSBG Plan under federal service definition Counseling Services)

Foster Care Services include assessment of abused, neglected or abandoned children’s needs; case planning and
management to assure that children receive proper care in a licensed or approved environment; room and board or
medical care; counseling of the child, the child's parents and foster parents; and referral and assistance in
obtaining other necessary supportive services. (Listed in the SSBG Plan under federal service definition Foster
Care Services -Children)

Home Delivered Meals are provided to individuals of any age who are homebound because of a physical or
mental disability.

Homemaker Services are offered to adults and children receiving protective services and to individuals who are
frail, chronically ill or disabled, and who do not qualify for Medicaid-sponsored skilled or intermediate nursing
care. (Listed in the SSBG Plan under the federal service definition Home Based Services)

Prevention/Intervention Services are those services or activities designed to provide early identification and/or
timely intervention to support families and prevent or ameliorate the consequences of, abuse, neglect, or family
violence. Component services and activities include time-limited clinical interventions designed to defuse crises
that threaten a child’s stability within the home environment, case management, and developmental and parenting
skills training.

Socialization and Developmental Services are provided to children 17 years of age and under and are designed
to enable the child to develop socially, physically and emotionally. (Listed in the SSBG Plan under federal service
definition for Other Services)

Special Services for Handicapped and Disabled Adults provide habilitative and rehabilitative services to assist
individuals in attaining the highest possible level of functioning and independence. (Listed in the SSBG Plan
under federal service definition Services for the Disabled)
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Special Services for the Pregnant Woman are available to expectant mothers who are in need of out-of-home
placement to ensure the health and safety of the mother and unborn child, and to help with concerns related to
pregnancy. It also includes services to parents of young children to assist them in achieving independence and
providing nurturing care for their children. (Listed in the SSBG Plan under federal service definition for Other
Services)

Training includes the DHHS Training Fund and supports training of SCDSS caseworkers. The DHHS Training
Fund is designed to promote quality service provision to individuals and families by making funds for training
and conferences available to all SSBG providers. (Listed in the SSBG Plan under federal service definition
Education/Training Services)
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12 DRAFTING

CLEMSON UNIVERSITY
STATE LIVESTOCK-POULTRY HEALTH COMMISSION
CHAPTER 27
Statutory Authority: 1976 Code Section 47-4-30 and 47-17-130

Notice of Drafting:

The Livestock-Poultry Health Commission is considering modernizing, clarifying and updating existing
regulations which govern, to the extent authorized by S. C. Code, Title 47, Chapter 4, the inspection or meat and
meat food products produced for intrastate commerce.

Interested parties should submit written comments to Dr. Daniel E. Lafontaine, Director, State Meat Inspection
Department, P. O. Box 102406, Columbia, S. C. 29224-2406. To be considered comments should be received no
later than July 27, 2003, the close of the drafting comment period.

Synopsis:

This regulation is being promulgated to comply with the Federal Meat Inspection Act (21 USDA 661, Section
301) which establishes Federal-State Cooperative Meat Inspection Programs. This is a grant program with equal
federal-state funding. A cooperating state is required to adopt regulations at least as stringent as those adopted by
the United States Government. This regulation will, in effect, adopt the current Federal Meat Inspection
Regulations with some minor exceptions for some state specific requirements, such as utilizing state marks of
inspection, designating use of state holidays and other similar requirements.

This regulation will not require legislative action.

CLEMSON UNIVERSITY
STATE LIVESTOCK-POULTRY HEALTH COMMISSION
CHAPTER 27
Statutory Authority: 1976 Code Sections 47-4-30, 47-19-30, and 47-19-170

Notice of Drafting:

The Livestock-Poultry Health Commission is considering modernizing, clarifying and updating existing
regulations which govern, to the extent authorized by S.C. Code, Title 47, Chapter 4, the inspection of poultry
products produced for intrastate commerce.

Interested parties should submit written comments to Dr. Daniel E. Lafontaine, Director, State Meat
Inspection Department, P. O. Box 102406, Columbia, S.C. 29224-2406. To be considered comments should be
received no later than July 27, 2003, the close of the drafting comment period.

Synopsis:

This regulation is being promulgated to comply with the Poultry Products Inspection Act (21 USCA 454,
Section 5) which establishes Federal-State Cooperative Poultry Inspection Programs. This is a grant program
with equal federal-state funding. A cooperating state is required to adopt regulations at least as stringent as those
adopted by the United States Government. This regulation will, in effect, adopt the current Federal Poultry
Products Inspection Regulations with some minor exceptions for some state specific requirements, such as
utilizing state marks of inspection, designating use of state holidays, and other similar requirements.

This regulation will not require legislative action.
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STATE BOARD OF EDUCATION
CHAPTER 43
Statutory Authority: S.C. Code Ann. Section(s) 59-5-60(1990), 59-1-445(1990), 59-18-310(Supp. 2002), 59-18-
320(Supp. 2002) 59-18-330(Supp. 2002), 59-18-340(Supp. 2002), 59-20-60(4)(Supp. 2002), 59-30-10(Supp.
2002), and No Child Left Behind Act of 2001, 20 U.S.C. 7912

Notice of Drafting:

The State Department of Education proposes to draft amendments to Regulation 43-262, Assessment
Program, to meet the requirements of the South Carolina Education Accountability Act of 1998, and the
requirements of the federal law No Child Left Behind Act of 2001, 20 USC 7912. Interested persons may submit
comments to Teri Siskind, Office of Assessment, 1429 Senate Street, Columbia, South Carolina 29201, or by e-
mail to tsiskind@sde.state,sc.us. To be considered, comments must be received no later than 5:00 p.m. on July 28,
2003, the close of the drafting comment period.

Synopsis:

The proposed amendments to R 43-262 are intended to update the regulation to make it consistent with the
requirements of current state and federal legislation. Section A defines the statewide assessment program to make
it consistent with the provisions of the Education Accountability Act of 1998 (EAA) and defines the
responsibilities of the State Department of Education and local school boards in implementing the program.
Section B updates the requirements relative to the high school assessment program. Section C addresses first and
second grade readiness tests, and ensures that provisions is consistent with the EAA. Section D addresses the
norm-referenced testing program. In particular, amendments are proposed for the Section B to address the change
from the Basic Skills Assessment Program (BSAP) to the High School Assessment Program (HSAP).

Legislative review of this proposal will be required.

STATE BOARD OF EDUCATION
CHAPTER 43
Statutory Authority: S.C. Code Ann. Section 59-29-170(Supp. 2002)

Notice of Drafting:

The State Department of Education proposes to draft amendments to Regulation 43—220, Gifted and Talented.
Interested persons may submit comments to Mr. Wayne Lord, Office of Curriculum and Standards, 1429 Senate
Street, Columbia, South Carolina 29201, or by e-mail to wlord@sde.state,sc.us. To be considered, comments must
be received no later than 5:00 p.m. on July 28, 2003, the close of the drafting comment period.

Synopsis:

Regulation 43-220, Gifted and Talented, establishes the criteria for student eligibility in gifted and talented
programs and sets forth the program service and curriculum requirements. Academic and artistic gifted programs
are addressed in this regulation. The provisions of this regulation include, but are not limited to, program,
identification of population to be served, staff, reporting, funding, and expenditures and accounting procedures.
The State Board of Education will review these provisions and will determine those areas in which amendments
to the existing regulation are needed. In particular, changes in the teacher/pupil ratio, changes in the qualifying
scores for Dimension A and Dimension B, and changes in the use of Performance Tasks for Dimension C, as well
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14 DRAFTING

as the use of grade point average are under study. A thorough review of the artistic guidelines is being conducted,
as this section of the regulation has never been updated to reflect changes in practice.

Legislative review of this proposal will be required.

STATE BOARD OF EDUCATION
CHAPTER 43
Statutory Authority: S.C. Code Ann. Sections 59-5-65 (Supp. 2002), 59-65-90 (1990), No Child Left Behind, 20
U.S.C. 7912, and Juvenile Justice and Delinquency Prevention Act (JJDP) Act of 1974 (Pub. L. 93-415, 42 U.S.C.
5601 et seq.)

Notice of Drafting

The State Department of Education proposes to draft amendments to Regulation 43-274, Student Attendance,
to meet the requirements of the federal law No Child Left Behind Act of 2001, 20 U.S.C. 7912 and the Juvenile
Justice and Delinquency Prevention (JJDP) Act of 1974 (Pub. L. 93-415, 42 U.S.C. 5601 et seq.) and subsequent
amendments. Interested persons may submit comments to Ms. Lynne Rogers, Director of the Office of Safe
Schools and Youth Services, 1429 Senate Street, Columbia, South Carolina 29201. To be considered, comments
must be received no later than 5:00 P.M. on July 28, 2003, the close of the drafting comment period.

Synopsis:

In an effort to create a uniform measurement and monitoring system to track truancy rates in South Carolina,
the South Carolina State Department of Education is proposing amendments to Regulation 43-274 to include a
definition of truancy, and more definitive wording and guidance in developing and implementing appropriate
intervention plans to improve student attendance and referrals to Family Court.

STATE BOARD OF EDUCATION
CHAPTER 43
Statutory Authority: S.C. Code Ann. § 59-5-60 (1990), S.C. Code Ann. § 59-5-65 (1990 and Supp. 2002), S.C.
Code Ann. § 59-18-320(B) (Supp. 2002), S.C. Code Ann. § 59-21-510 et seq. (1990 & Supp. 2002), S.C. Code
Ann. § 59-30-15 (1990 & Supp. 2002), S.C. Code Ann. § 59-33-10 et seq. (1990 & Supp. 2002), S.C. Code Ann.
§ 59-36-10 et seq. (Supp. 2002), S.C. Code Ann. § 59-40-140(C) (Supp. 2002), 20 U.S.C. Section 1232(g) et seq.
(2001), 20 U.S.C. Section 1400 et seq. (1997)

Notice of Drafting:

The South Carolina State Board of Education proposes to draft substantial amendments and additional
regulations governing the education of students with disabilities. Interested persons may submit their comments in
writing to Dr. Sandra Lindsay, Deputy Superintendent, Division of Curriculum Services and Assessment, 805
Rutledge Building, 1429 Senate Street, Columbia, South Carolina 29201. To be considered, all comments must be
received no later than 5:00 p.m. on July 28, 2003, the close of the drafting comment period.
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Synopsis:

The reauthorization of the Individuals with Disabilities Education Act (IDEA) and other changes create the
need for amending the State’s requirements regarding the provision of a free and appropriate education to students
with disabilities.

Legislative review of this proposal will not be required.

STATE BOARD OF EDUCATION
CHAPTER 43
Statutory Authority: S. C. Code Ann. Section(s) 59-5-60(1)(2002), 59-26-10, et seq. (Supp. 2002), and No Child
Left Behind Act of 2001, 20 USC 7912

Notice of Drafting:

The State Department of Education proposes to repeal and amend regulations governing Teacher Quality.
Interested persons may submit their comments in writing to Dr. Janice Poda, Director, Division of Teacher
Quality, 3700 Forest Drive, Suite 500, Columbia, South Carolina 29204. To be considered, all comments must be
received no later than 5:00 p.m. on July 28, 2003, the close of the drafting comment period.

Synopsis:

The enactment of the Elementary and Secondary Education Act of 2001, Public Law 107-110, also known as
No Child Left Behind Act (NCLB), and the South Carolina Education Accountability Act (EAA), creates the need
for restructuring the state system for training, certifying and evaluating teachers. Some arecas that will be
addressed are add-on certification, paraprofessionals, and the definition of highly qualified teachers.

DEPARTMENT OF HEALTH AND ENVIRONMENTAL CONTROL
CHAPTER 61
Statutory Authority: S.C. Code Sections 39-37-120, 44-1-140

Notice of Drafting:

The Department of Health and Environmental Control proposes to substantially amend R.61-36, Manufacture,
Distribution, and Sale of Frozen Dairy Foods and Frozen Desserts. Interested persons should submit comments to
Joe Neely, Division of Food Protection (Dairy Foods and Soft Drink Protection Program), Bureau of
Environmental Health, S.C. Department of Health and Environmental Control, 2600 Bull Street, Columbia, S.C.
29201-1708. All comments must be received by 5:00 p.m. on July 28, 2003, the close of the drafting comment
period.

Synopsis:

R.61-36 ensures that consumers are receiving safe, high quality frozen dairy foods and frozen desserts. The
Regulation was amended last prior to 1968. The proposed amendments will bring the Regulation in compliance
with the latest Frozen Dessert guidelines of the United States Public Health Service, Food and Drug
Administration and assure consumers that the latest sanitation requirements are being met by the dairy industry.

This amendment will require legislative review.
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DEPARTMENT OF HEALTH AND ENVIRONMENTAL CONTROL
CHAPTER 61
Statutory Authority: S.C. Code Section 48-1-10, et seq.

Notice of Drafting:

The Department of Health and Environmental Control (Department) is proposing to amend Regulation 61-
62.63, National Emission Standards for Hazardous Air Pollutants (NESHAP) for Source Categories. The purpose
of this notice is to extend the drafting comment period previously established by Notices of Drafting published in
the State Register on November 23, 2001, and on August 23, 2002. All previous comments regarding R. 61-62.63,
as well as any additional comments received after this publishing, will be considered. In this notice, the
Department is also proposing to add a new Regulation 61-62.61, National Emission Standards for Hazardous Air
Pollutants (NESHAP). Interested persons are invited to present their views in writing to Dennis Camit; Division
of Air Planning, Development and Outreach; Bureau of Air Quality; 2600 Bull Street; Columbia, SC 29201. To
be considered, written comments must be received no later than 5:00 p.m. on Monday, July 28, 2003, the close of
the drafting comment period.

Synopsis:

A Notice of Drafting was published in the State Register on November 23, 2001, proposing several
amendments to Regulation 61-62, Air Pollution Control Regulations and Standards. A Notice of Proposed
Regulation was published in the State Register on April 26, 2002, as Document No. 2736. The proposed
regulation anticipated amendments to the Code of Federal Regulations (CFR) Title 40 Part 63, subpart B, Section
63.50 through Section 63.56 based on a proposed rule published in the Federal Register on March 23, 2001 [66
FR 16317]. These sections of the CFR implement section 112(j) of the Clean Air Act (CAA), which is commonly
referred to as the “MACT Hammer.” The CAA requires the United States Environmental Protection Agency
(EPA) to promulgate regulations establishing emissions standards for each category of major sources and area
sources of hazardous air pollutants. Section 112(j) of the CAA requires the State to do case-by-case Maximum
Achievable Control Technology (MACT) determinations for each source in each source category for which the
EPA fails to promulgate a MACT standard by May 15, 2002.

Subsequent to the publication of a final rule in the Federal Register on April 5, 2002 [67 FR 16581], a
lawsuit was filed to order EPA to withdraw the language promulgated in 40 CFR Part 63, subpart B. In light of
this lawsuit, the Department elected to separate the amendments to R.61-62.63, subpart B, Section 63.50 through
Section 63.56 from the other amendments to Regulation 61-62, Air Pollution Control Regulations and Standards
promulgated in State Register Document No. 2736 on August 23, 2002. The lawsuit resulted in a settlement
agreement in which EPA agreed to finalize the “MACT Hammer” requirements by April 27, 2003. A Notice of
Drafting specific to this proposed amendment to R. 61-62.63 was published in the State Register on August 23,
2002. The final “MACT Hammer” implementation rule was published in the Federal Register on May 30, 2003
[68 FR 32586]. The Department proposes to incorporate the new Federal Part 63, Subpart B, Section 63.50
through Section 63.56 requirements, along with amendments to 40 CFR Part 63, subpart A, into R. 61-62.63.

The Department is also proposing to add a new Regulation 61-62.61, National Emission Standards for
Hazardous Air Pollutants (NESHAP). Prior to the promulgation of MACT standards for source categories, EPA
promulgated emission standards for specific hazardous air pollutants in 40 CFR Part 61 NESHAP. The
Department proposes to incorporate by reference into this new regulation, R.61-62.61, the general requirements
and emission standards that have been promulgated in 40 CFR Part 61 for which the Department requested and
received delegation of authority to implement and enforce. This action will not require legislative review.
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DEPARTMENT OF HEALTH AND ENVIRONMENTAL CONTROL
CHAPTER 61
Statutory Authority: S.C. Code Section 44-1-140

Notice of Drafting:

The Department of Health and Environmental Control proposes to amend R.61-32, Soft Drink Bottling
Plants. Interested persons should submit comments to Chris Saul, Division of Food Protection (Dairy Foods and
Soft Drink Program), Bureau of Environmental Health, S.C. Department of Health and Environmental Control,
2600 Bull Street, Columbia, S.C. 29201-1708. All comments must be received by 5:00 p.m. on July 28, 2003, the
close of the drafting comment period.

Synopsis:

R.61-32 ensures that consumers are receiving safe, high quality bottled water products. The proposed
amendments will bring the Regulation into compliance with the latest requirements set forth by the United States
Food and Drug Administration (FDA) regarding bottled water manufacturing sanitation practices. These latest
requirements have already been implemented by the Department under the authority of the FDA; these
amendments will incorporate these requirements into South Carolina’s regulation.

This amendment will require legislative review.

DEPARTMENT OF HEALTH AND ENVIRONMENTAL CONTROL
CHAPTER 61
Statutory Authority: 1976 Code Section 44-55-10 et seq.

Notice of Drafting:

The Department of Health and Environmental Control proposes to amend R.61-58, State Primary Drinking
Water Regulations. Interested persons may submit their views in writing to Mr. Glenn E. Trofatter, Compliance
Assurance Division, Bureau of Water, S.C. Department of Health and Environmental Control, 2600 Bull Street,
Columbia, S.C. 29201. To be considered, written comments must be received no later than 5:00 p.m. on July 28,
2003, the close of the drafting period.

Synopsis:

The Department proposes to revise the State Primary Drinking Water Regulations that address cross
connection control and backflow prevention. The revisions will clarify existing requirements for cross connection
control and will take into consideration recommendations of the Lawn Irrigation Backflow Taskforce. The
proposed revisions will require legislative review.
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18 DRAFTING

DEPARTMENT OF HEALTH AND ENVIRONMENTAL CONTROL
CHAPTER 61
Statutory Authority: S.C. Code Section 48-1-10 et seq.

Notice of Drafting:

The Department of Health and Environmental Control proposes to revise Regulation 61-9, Water Pollution
Control Permits. Interested persons may submit their comments in writing to Mr. Andrew Yasinsac, Jr., Senior
Technical Advisor, Industrial, Agricultural, and Stormwater Permitting Division, South Carolina Department of
Health and Environmental Control, 2600 Bull Street, Columbia, South Carolina 29201. To be considered, all
comments must be received no later than July 31, 2003, the close of the drafting period.

Synopsis:
The Department intends to make changes to South Carolina Regulation 61-9, Water Pollution Control
Permits, to modify existing sections and requirements for federal compliance with existing regulations

promulgated in the Federal Register. The Department proposes revisions to the regulations including:

1. Changing NPDES regulations to revise Concentrated Animal Feeding Operations (CAFO)
requirements in accordance with federal revisions published in 68 Federal Register 7175, February 12, 2003;

2. Any other federal regulation requirements since the July 27, 2001, State Register amendment of R.61-9
that may require appropriate changes, modifications, additions, or deletions to this regulation; and

3. Miscellaneous administrative changes such as renumbering, relocation, or revision of the existing
regulation to reflect the changes resulting from the appropriate federal requirements.

Proposed revisions will not require legislative review. Neither a preliminary impact report nor a fiscal impact
statement is required.
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Document No. 2842
DEPARTMENT OF HEALTH AND ENVIRONMENTAL CONTROL
CHAPTER 61
Statutory Authority: 1976 Code Sections 44-55-10 et seq.

61-58. State Primary Drinking Water Regulations.
Preamble:

The Department of Health and Environmental Control proposes to amend R.61-58, State Primary Drinking
Water Regulations.

Proposed revisions will include requirements promulgated under the National Primary Drinking Water
Regulations: Minor Revisions of the Public Notification Rule and Consumer Confidence Report Rule; and,
clarification of the National Primary Drinking Water Regulation for Arsenic. These revisions will make minor
corrections to Appendix A to R.61-58.6: Violations and Other Situations requiring Public Notice; Appendix B to
R.61-58.6: Standard Health Effects Language for Public Notification; and Appendix D to R.61-58.12: Consumer
Confidence Reports: Regulated Contaminants. These changes include: correcting drinking water source
information listed for copper, changing the placement of regulatory and health effects information for disinfection
by-products (i.e., bromate, chloramines, chlorite, chlorine, and chlorine dioxide). The Department is also
amending the listing for three contaminants (i.e., bromate, chlorite, and total trihalomethanes) to correct source
information given in Appendix D. In addition, the drinking water standard for Arsenic will be expressed as 0.010
mg/L, instead of 0.01 mg/L. These actions are mandated by the 1996 amendments to the Federal Safe Drinking
Water Act (SDWA). Proposed regulations will comply with 40 CFR Parts 141 and 142. The final rule for the
National Primary Drinking Water Regulations: Minor Revisions to Public Notification Rule and the Consumer
Confidence Report Rule was published in the November 27, 2002, Federal Register, with an effective date of
December 27, 2002. The clarification to the Arsenic Rule was published in the March 25, 2003, Federal Register,
with an effective date of April 24, 2003. These revisions are to align the State Primary Drinking Water
Regulations with federal regulations.

The proposed regulations will comply with federal law, conform R.61-58 to the federal regulations, and are
exempt from legislative review. Neither a preliminary assessment report nor a fiscal impact statement is required.
A Notice of Drafting for the proposed amendments was published in the State Register on February 28, 2003 and
April 25, 2003. See Statement of Need and Reasonableness herein.

Section-by-Section Discussion:
See below a Tabular Summary of the proposed revisions to the State Primary Drinking Water

Regulations. The 'Item' column is a short description of the proposed changes to the existing regulation.
Reference should be made to the appropriate Section for complete changes:

Section Item
61-58.5(B)(2) Revises MCL for Arsenic
Appendix A to R.61-58.6 Revisions under the heading "Microbiological Contaminants" for the

Filter Backwash Recycling Rule

Appendix B to R.61-58.6 Revises Standard Health Effects Language for Di(2-ethylhexyl)adipate
and Di(2-ethlhexl)phthalate
Revises MCL for Arsenic

Appendix D to R.61-58.12 Additions under the heading "Inorganic Contaminants" for Bromate,

Chloramines, Chlorine, Chlorine dioxide and Chlorite. Revisions under
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the heading "Inorganic Contaminants" for Arsenic and Copper. Revisions
under the heading "Synthetic Organic Contaminants Including Pesticides
and Herbicides" for Di(2-ethylhexyl)adipate and Di(2-ethlhexl)phthalate.
Deletions under the heading "Volatile Organic Contaminants" for
Bromate, Chloramines, Chlorine, Chlorite and Chloride dioxide.
Revisions under the heading "Volatile Organic Contaminants" for
TTHMs (Total Trihalomethanes).

Notice of Public Hearing and Opportunity for Public Comment Pursuant to S.C. Code Sections 1-23-110
and 1-23-111:

Interested members of the public and regulated community are invited to make oral or written comments on the
proposed amendment at a public hearing to be conducted by the Board of Health and Environmental Control at its
regularly-scheduled meeting on August 14, 2003. The public hearing will be held in the Board Room of the
Commissioner's Suite, Third Floor, Aycock Building of the Department of Health and Environmental Control at
2600 Bull Street, Columbia, SC. The Board meeting commences at 10:00 a.m. at which time the Board will
consider items on its agenda in the order presented. Persons desiring to make oral comments at the hearing are
asked to limit their statements to five minutes and, as a courtesy, are asked to provide written comments of their
presentations for the record.

Interested persons are also provided an opportunity to submit written comments on the proposed amendment by
writing to Valerie A. Betterton at the Bureau of Water, S.C. DHEC, 2600 Bull Street, Columbia, SC 29201.
Written comments must be received no later than 4:00 p.m. on July 28, 2003. Comments received by the deadline
date shall be considered by staff in formulating the final proposed amendment for public hearing on August 14,
2003, as noticed above. Comments received by the deadline date shall be submitted in a Summary of Public
Comments and Department Responses for the Board's consideration at the public hearing.

Copies of the final proposed amendment for public hearing before the DHEC Board may be obtained by
contacting Valerie A. Betterton at the Bureau of Water, S.C. DHEC, 2600 Bull Street, Columbia, SC 29201.

Statement of Need and Reasonableness:

The statement of need and reasonableness was determined by staff analysis pursuant to S. C. Code Section 1-
23-115(C)(1)-(3) and (9)-(11):

DESCRIPTION OF REGULATION: Amendment of Regulation 61-58, State Primary Drinking Water
Regulations

Purpose: The Department proposes to amend R.61-58 to adopt revisions made to the federal regulations
commonly referred to as the Public Notification Rule, the Consumer Confidence Report Rule and the Arsenic
Rule. Proposed revisions will comply with federal law and will maintain conformity with federal regulations
pursuant to 40 CFR Parts 141 and 142 through 2002. See Preamble and Discussion above and Statement of Need
and Reasonableness below.

Legal Authority: The State Primary Drinking Water Regulations are authorized by S.C. Code Ann. 44-55-10 et
seq., State Safe Drinking Water Act.

Plan for Implementation: The proposed amendments will be incorporated within R.61-58 upon approval by the
Department's Board. The proposed amendments will be implemented in the same manner in which the existing
regulations are implemented.

South Carolina State Register Vol. 27, Issue 6
June 27, 2003



PROPOSED REGULATIONS 21

DETERMINATION OF NEED AND REASONABLENESS OF THE PROPOSED REGULATION
BASED ON ALL FACTORS HEREIN AND EXPECTED BENEFITS: The adoption of these regulations
will allow the Department to continue being the primacy agency for the implementation of the Safe Drinking
Water Act and the National Primary Drinking Water Regulations in the state. This action is mandated by the
1996 amendments to the Federal Safe Drinking Water Act. The proposed regulations will comply with 40 CFR
Parts 141 and 142 and are necessary to maintain conformity with federal regulations.

DETERMINATION OF COSTS AND BENEFITS:

The proposed amendments are exempt from the requirements of a preliminary fiscal impact statement because
each change is necessary to maintain conformity with federal regulations. In amending the federal regulations for
public water systems, there will be no change in the estimated costs of complying with the Public Notification
Rule, the Consumer Confidence Reporting Rule or the Arsenic Rule. These revisions do not change either the
frequency of reports or the regulatory burden of public notification.

UNCERTAINTIES OF ESTIMATES: Unknown.
EFFECT ON ENVIRONMENT AND PUBLIC HEALTH: Minimal.

DETRIMENTAL EFFECT ON THE ENVIRONMENT AND PUBLIC HEALTH IF THE REGULATION
IS NOT IMPLEMENTED: There will be no adverse effect on the environment if the amendments are not
implemented by the Department. However, failure of the Department to adopt the federal regulations could result
in the Department losing primacy to enforce the Safe Drinking Water Act and the National Primary Drinking
Water Regulations.

Text:

The full text of this regulation is available on the South Carolina General Assembly Home Page:
http://www.scstatehouse.net/regnsrch.htm. Full text may also be obtained from the promulgating agency.

Document No. 2843
DEPARTMENT OF HEALTH AND HUMAN SERVICES
CHAPTER 126
Statutory Authority: 1976 Code Section 44-6-90

126-425. Recipient Utilization.
Preamble:

The South Carolina Department of Health and Human Services proposes to amend 126-425 Recipient
Utilization by redefining the terms and policies for recipient restriction. The proposed change is made primarily
for the Dept. of Health & Human Services to assume the responsibility from the Department of Social Services.

Notice of Drafting for the proposed amendment was published in the State Register on April 25, 2003.
Notice of Public Hearing and Opportunity for Public Comment:

Should a hearing be requested pursuant to Section 1-23-110(A)(3) of the 1976 Code, as amended, such hearing
will be held at the Administrative Law Judge Division, Edgar A. Brown Building, Suite 224, 1205 Pendleton

Street, Columbia, SC 29201, on August 14, 2003 at 10:00 a.m. Should no such request be made by 4:30 p.m. on
July 28, 2003, such hearing will be cancelled without further notice. Hearing requests and written comments may
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be directed to Ms. Julie Jones, Program Integrity Manager, Post Office Box 8206, Columbia, South Carolina
29202-8206, no later than July 28, 2003.

Preliminary Fiscal Impact Statement:

The Department of Health and Human Services estimates that no additional costs will be incurred as a
result of the promulgation of these regulations, and no additional state funding is requested.

Statement of Need and Reasonableness:

The Department of Health and Human Services, Program Integrity Unit is mandated to identify, investigate,
and prosecute recipient fraud and misrepresentation, throughout the state of South Carolina. It is believed that a
percentage of recipients engage in fraudulent activity, which denies care to individuals in need. Since this function
was previously contracted to a third party, it is necessary to provide regulation to the new infrastructure that
currently being developed.  Effective July 1, 2002, the Department was tasked with the responsibility of
developing a process of restricting recipients who have proven patterns of wasteful and abusive practices of their
Medicaid benefits. The Department of Recipient Utilization will receive, evaluate and investigate allegations of
misrepresentation, waste, fraud and abuse.

Statement of Rationale:

For information contact Mr. George Burnett, Esq. Department of Health and Human Services, P.O. Box
8206, Columbia, South Carolina 29202-8206.

Text:

The full text of this regulation is available on the South Carolina General Assembly Home Page:
http://www.scstatehouse.net/regnsrch.htm. Full text may also be obtained from the promulgating agency.

Document No. 2844
COMMISSION ON HIGHER EDUCATION
CHAPTER 62
Statutory Authority: 1976 Code Sections 59-112-10 through 59-112-100

62-600. DETERMINATION OF RATES OF TUITION AND FEES
Preamble:

The Commission on Higher Education proposes to amend and replace in its entirety R.62-600 of the
Determination of Rates of Tuition and Fees Regulation. The proposed amendment will clarify the following:

(1) The proposed amendment will acknowledge the role that residency plays in the eligibility criteria of the
State’s tuition assistance/scholarship programs;

(2) The proposed amendment will address the residency implications of the non-traditional family;

(3) The proposed amendment will replace time-line references that were open to interpretation with activity-
based criteria; and

(4) The proposed amendment will clarify other criteria to add more specificity.

A Notice of Drafting for the proposed amendment was published in the State Register on April 25, 2003. No
comments were received by the Commission on Higher Education as a result of this Notice.
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Section-by-Section Discussion

The following definitions were added or modified to address areas questioned by students and parents.

62-602.E

62-602.F

62-602.G

62-602.H

62-602.1

62-602.L

62-602.0

62-602.R

62-603.C

“Family’s Domicile in this State is Terminated” has been defined as a work-related transfer rather
than a voluntary relocation.

“Full-Time Employment” has been modified to allow for compliance when a person meets the
eligibility requirements of the Americans with Disabilities Act and cannot work the requisite
thirty-seven and one-half hours per week.

“Guardian” was redefined to agree with current tax law that provides for eligibility of dependency
of the minor child if 5 dependency tests can be passed. This definition provides an opportunity
for students raised by grandparents, brother, sisters, uncles, aunts, etc. to meet the dependency
criteria of the regulation and to have their residency established based on the person(s) upon
whom they are truly dependent.

“Immediately prior” (to enrollment) has been defined as “the period of time between the offer of
admission and the first day of class of the term for which the offer was made, not to exceed one
calendar year.” This definition provides a finite point in time from which to measure the action
and no longer calls on the judgment of the residency officer to determine what “immediately”
means on his/her campus.

Specified that a “loan” used to support a claim of financial independence had to be a “commercial
loan” rather than a personal loan that may have come from a family member.

“Parent” has been amended to include “Stepfather” and “Stepmother”.

“Spouse” has been defined as the husband or wife of a married person in accordance with the
South Carolina Code of Laws.

“United States Armed Forces” has been amended to include the Coast Guard.

Acknowledged the establishment of “joint custody” for divorced parents.

Other modifications included:

62-603.C

62-604.A

62-604.A

Inserted the language from 59-112-10(G)(2) to recognize the eligibility of a student if there were
court ordered payments of the “cost of (the student’s) college education” by an independent
person qualifying as a resident of this state and defined the “cost of his education” to be at least
the cost of (the student’s) tuition and fees.

Revised the regulation relative to a dependent non-resident alien to be consistent with the
remainder of the regulation in that the residency of the dependent is based upon the residency of
the person upon whom they are dependent. This revision addresses the potential post 9/11 delays
in the processing of permanent resident status and the potential for the parents receiving their
“green card” prior to the student.

Specified that non-citizens who may be eligible for the payment of in-state tuition and fees as a
result of the holding of certain visa classifications were not and could not become eligible for
state sponsored tuition assistance and scholarships.

South Carolina State Register Vol. 27, Issue 6
June 27, 2003



24 PROPOSED REGULATIONS

62-604.C4 Acknowledged state guidelines in the timelines required to possess a state drivers license and
vehicle registration as evidence of the intent to establish state residency. And,

62-607.A Acknowledged that transfer between the state’s colleges and universities of a student seeking a
certificate, diploma, associate, baccalaureate, or graduate level degree did not constitute a break
in enrollment and, as such, would not cause the student to be considered a resident at one school
and not at the school to which the student transferred or progressed.

Notice of Public Hearing and Opportunity for Public Comment:

Interested members of the public and regulated community are invited to make oral or written comments on the
proposed regulation at a public hearing to be conducted by the South Carolina Commission on Higher Education
on September 4, 2003 to be held in the Large Conference Room of the S.C. Commission on Higher Education,
located in the Washington Mutual Building, 1333 Main Street, Suite 200, Columbia, SC. The meeting will
commence at 10:30 a.m. at which time the Commission will consider items on its agenda in the order presented.
The order of presentation for public hearings will be noted in the agenda to be published by the Commission ten
days in advance of the meeting. Persons desiring to make oral comments at the hearing are asked to limit their
statements to five minutes or less, and as a courtesy are asked to provide written copies of their presentation for
the record.

Interested persons are also provided an opportunity to submit written comments on the proposed regulation by
writing to Dr. Karen Woodfaulk, Director of Student Services, South Carolina Commission on Higher Education,
1333 Main Street, Suite 200, Columbia, SC 29201. Comments must be received no later than 5:00 p.m. on July
28, 2003. Comments received shall be considered by the staff in formulating the final proposed regulation for
public hearing on September 4, 2003, as noticed above. Comments received by the deadline shall be submitted to
the Commission in a summary of public comments for consideration at the public hearing.

Preliminary Fiscal Impact Statement:

There will be no additional cost to the State or to the public or private colleges and universities of South
Carolina associated with administering this revised regulation.

Statement of Need and Reasonableness:

This statement of need and reasonableness was determined by staff analysis pursuant to S.C. Code Section 1-
23-115(C)(1) through (3) and (9) through (11).

DESCRIPTION OF REGULATION: 62-600—612. Determination of Rates of Tuition and Fees.
Purpose: Regulation 62-600-612 is being amended and replaced in its entirety. The proposed

amendments will assist residency officials at all public and private colleges and universities throughout South
Carolina by improving the consistency of their application of the criteria for awarding residency and thus
providing eligible students with the benefits derived by in-state residency status.

Legal Authority: The legal authority for R.62.600-612 is Section 59-112-10 through 59-112-100, S.C. Code of
Laws.

Plan for implementation: The proposed regulation will take effect upon approval by the General Assembly
and publication in the State Register. The proposed regulation will be implemented by providing the regulated
community with copies of the regulation.

DETERMINATION OF NEED AND REASONABLENESS OF THE PROPOSED REGULATION BASED ON
ALL FACTORS HEREIN AND EXPECTED BENEFITS: The proposed regulation will define the criteria used
by all administrative entities for determining residency eligibility and allowing students who meet the residency
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criteria to pay in-state tuition and fees and, if academic or other criteria are met, to qualify for state supported
tuition assistance or scholarships.

DETERMINATION OF COSTS AND BENEFITS: The proposed regulation will promote consistency among the
institutions by providing improved definitions used to determine SC residency for in-state tuition and fee
purposes. Dependent students will be treated consistently and will be deemed eligible for in-state status if they
meet the Internal Revenue Service criteria for dependency and are dependents of an eligible South Carolina
resident. The regulation will also allow students to progress from one school or academic program to another as
they pursue their higher education goals/objectives while maintaining their residency status.

UNCERTANTIES OF ESTIMATES: None
EFFECT ON ENVIRONMENT AND PUBLIC HEALTH: Not applicable

EFFECT ON ENVIRONMENT AND PUBLIC HEALTH IF THE REGULATION IS NOT IMPLEMENTED:
Not applicable

Statement of Rationale:

This regulation is being promulgated to provide procedures for the institutions in determining who meets the
eligibility criteria to pay in-state tuition and fees and eligibility for state-supported tuition assistance or
scholarships.

Text:

The full text of this regulation is available on the South Carolina General Assembly Home Page:
http://www .scstatehouse.net/regnsrch.htm. Full text may also be obtained from the promulgating agency.
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Document No. 2790
CLEMSON UNIVERSITY
STATE CROP PEST COMMISSION
CHAPTER 27
Statutory Authority: Chapter 9, Title 46, 1976 Code

27-135. Designation of Plant Pests

Synopsis: This amendment to an existing regulation provides for the listing of “Potyvirus plum pox virus,” a
debilitating disease of stone fruit as a plant pest.

Instructions: Amend Regulation 27-135 of the Code of Regulations, by inserting “Potyvirus plum pox virus” in
the list of Plant Pests in section 2 under the Scientific Heading column and by inserting the term “Sharka” in the
Common Name listing, opposite the scientific name.

Statement of Rationale: Potyvirus plum pox virus has been designated by the federal government as a Federal
Quarantine Pest. It has been discovered in Pennsylvania and quarantined by the Pennsylvania Department of
Agriculture. This pest is subject to federal quarantine whenever and wherever discovered. This designation
grants authority to the commission to take the necessary steps to protect and safeguard the stone fruit industry of
South Carolina. For detailed information contact Dr. H. B. Jackson, Department of Plant Industry, 511
Westinghouse Road, Pendleton, SC 29670.

Text:

Designation of Plant Pests
Section 1 (No change)

Section 2. The following is added to the list of plant pests:
Scientific Name Common Name
Potyvirus plum pox virus Sharka

Fiscal Impact Statement:

Staff anticipate no additional financial impacts upon local governments. Additional costs to State government
(the Commission) are not anticipated beyond the staff currently authorized.

Document No. 2791
CLEMSON UNIVERSITY
STATE CROP PEST COMMISSION
CHAPTER 27
Statutory Authority: Chapter 9, Title 46, 1976 Code

27-70. Plum Pox Virus Quarantine

Synopsis: This new regulation provides for procedures to deter the introduction of “Potyvirus plum pox virus,”
a debilitating disease of stone fruit, into South Carolina and to provide for quarantine procedures should such
disease be detected.

Instructions: Add new regulation 27-70 to the Code of Regulations, in its proper numerical order.

Statement of Rationale: Potyvirus plum pox virus has been designated by the federal government as a Federal
Quarantine Pest. It has been discovered in Pennsylvania and quarantined by the Pennsylvania Department of
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Agriculture. This pest is subject to federal quarantine whenever and wherever discovered. This designation
grants authority to the commission to take the necessary steps to protect and safeguard the stone fruit industry of
South Carolina. For detailed information contact Dr. H. B. Jackson, Department of Plant Industry, 511
Westinghouse Road, Pendleton, SC 29670.

Text:

Article 6
Plum Pox Virus Quarantine

27-70. Plum Pox Virus Quarantine
70.1 Definitions: For the purpose of this regulation, the following shall be construed respectively to mean:

A. Commission: The State Crop Pest Commission, or any officer or any employee of the commission to whom
authority to act in its stead has been or hereafter may be delegated.

B. Pest: A virus known as Plum Pox Virus (Potyvirus plum pox virus).

C. Person: Any individual, corporation, company, society, association or other business entity.

D. Move: To ship, offer for shipment, receive for transportation, carry or otherwise transport, move or allow to
be moved.

E. Regulated article: Any article of any character as described in the regulation carrying or capable of carrying
the plant pest against which the regulation is directed.

F. Regulated area: Quarantined area in which efforts are designed to prevent further movement and spread of
the plant pest.

G. Certificate: A document issued or authorized by the Commission (or by the duly authorized regulatory
agency of another state or of the United States or of a foreign nation) indicating that a regulated article is
apparently free of a plant pest.

H. Director: The Director, Division of Regulatory and Public Service Programs, Public Service Activities,
Clemson University.

I. Division: The Division of Regulatory and Public Service Programs, Public Service Activities, Clemson
University.

J. Department: The Department of Plant Industry, Division of Regulatory and Public Service Programs.

K. USDA-APHIS-PPQ: United States Department of Agriculture - Animal and Plant Health Inspection Service
- Plant Protection and Quarantine.

L. Compliance Agreement: A document signed by any person engaged in purchasing, assembling, exchanging,
handling or moving regulated articles that stipulates he/she will maintain such safeguards against the
establishment and spread of infection and comply with such conditions as to the maintenance of identity,
handling, and subsequent movement of such articles as specified by the appropriate regulatory agency.

M. Prunus: All varieties of peach, plum, apricots, almond, nectarines, and cherry trees.

N. Appropriate Regulatory Agency: Means the regulatory agency of a state, or of the United States, or of a
foreign country, which is charged with the responsibility of plant health, including but not limited to inspection,
certification and quarantine.

O. Infested Area: Any county or geographic unit in which the presence of PPV has been reported by the
appropriate regulatory agency.

70.2  Regulated Articles
A. Any species susceptible to the Plum Pox Virus. See Appendix I for PPV-susceptible species list.

B. All propagative and non-propagative material of PPV-susceptible Prunus species, including seed, budwood,
fruit, leaves, twigs and blossoms.
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70.3  Conditions Governing the Movement of Regulated Articles into South Carolina

A. Certificate is required (described in Section 70.3.C below). A valid inspection certificate (nursery
certificate tag, phytosanitary certificate, certificate of quarantine compliance, etc.) bearing the name and address
of the consignor must accompany the movement of regulated articles into or through South Carolina. Articles
without a certificate will be either returned to the point of origin or confiscated and destroyed.

B. Attachment of certificate. When certificates are required, they shall be securely attached to the outside of
the container in which the articles are moved except where the certificate is attached to the shipping document and
the regulated articles are adequately described on the shipping document or on the certificate.

C. Issuance of certificates. Certificates shall be issued on the following conditions only:

1. All Prunus nursery stock, excluding species recognized as non-fruit bearing ornamental plants,
originating from outside of any quarantined areas are subject to the following requirements:
a. Records Required: Propagators, exporters and importers, as appropriate, must keep detailed records of
the following required information: species, variety, source of budwood and rootstock,
year of propagation, where distributed and records of PPV tests for a minimum of 10 years. Propagators,
exporters and importers are required to produce records to agents of the commission upon request; AND
b. All Prunus nursery stock must either:
i. be tested or originate from motherwood stock that has been tested according to protocol recognized
by the appropriate regulatory agency for PPV and has been found negative; OR
ii. originate from an area where survey data for PPV susceptible Prunus material in a 0.5 mile
radius of the nursery is negative based on testing protocol approved by the appropriate regulatory agency OR no
PPV susceptible Prunus species were grown within a 1 mile radius based on an official survey.
2. If PPV is found in a continental U.S. state outside of Pennsylvania but not in a southeastern state,
then all Prunus material, to include ornamental stock, will be subjected to the guidelines as stated in Section
70.3.C.1.
3. If plum pox virus is found in any southeastern state, including but not limited to, Alabama,
Georgia, North Carolina, South Carolina and Tennessee, then all Prunus stock must be tested at a level and
protocol approved by the appropriate regulatory agency and certified PPV free before entering South Carolina.
4. No Prunus stock or Prunus related items such as seed, fruit, twigs, leaves, budwood, fruit blossoms, or
bare root seedlings originating inside a quarantined area will be allowed entry into South Carolina.

D. The Department may enter into a compliance agreement with any person to allow shipment of regulated

articles following "70.3 - Conditions Governing the Movement of Regulated Articles."

70.4 Additional Conditions in South Carolina

A. No regulated article may be moved out of any quarantined area.

B. Movement of Prunus species, Prunus budwood, Prunus twigs, or leaves within the quarantine area
is prohibited.

C. Upon confirmation of PPV on property, the Department shall notify the landowner (and the tenant, if
applicable) of the presence of Plum Pox Virus and shall provide the landowner/tenant with procedures for
control/eradication in consultation with the USDA-APHIS-PPQ. The landowner/tenant must allow access and
physical sampling for Prunus stock and maintain the land in a condition that will allow the Department to conduct
adequate periodic surveys and other necessary and appropriate actions. This requirement extends to fallow land,
land temporarily out of production, rangeland and any other land under the control of the landowner/tenant on
which Prunus species are grown.

D. Open dumping of Prunus waste material is prohibited in any quarantined areas. All waste materials must
be protected against exposure to potential vectors.

E. Upon confirmation of PPV, a Stop Sale/Seizure Order may be issued for regulated articles found on the
premises as outlined by Section 46-9-60 S. C. Code.
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70.5 Planting of PPV-susceptible Prunus Species in South Carolina

A. Planting of Prunus trees or Prunus ornamentals in any area under a PPV quarantine is prohibited for one
year after eradication. This applies to fruit bearing and ornamental plants.

70.6 Movement for Scientific Purposes in South Carolina

A. Regulated articles may be moved for experimental or scientific purposes in accordance with specified
conditions, provided a scientific permit is securely attached to the container of such articles or to the article itself.
Permit must be issued by a state or federal regulatory official.

70.7 Addition/deletion of lands from Regulation in South Carolina

A. Deletion. When satisfactory evidence and data is available that no PPV has been found for a minimum of
three consecutive years, said quarantined areas may be re-designated at the discretion of the Director, in
accordance with Section 46-9-60.

B. Additions will be made in accordance with Section 46-9-60.

C. In addition to the requirements of Section 46-9-60, future additions or deletions of areas under quarantine
will be published in the State Register.

70.8 Penalties
A. Penalties will be pursuant to Section 46-9-60.
70.9 Regulated Areas

A. In South Carolina
i. None at present.
B. Other States
i. All infested areas or counties in the state of Pennsylvania.
C. Other Countries
i. All infested areas within the following countries including but not limited to: Albania, Austria,
Belgium, Bulgaria, Canada, Chile, Cyprus, Czechoslovakia, Egypt, England, France, Germany, Greece, Hungary,
India, Italy, Macedonia, Portugal, Romania, Russia, Spain, Switzerland, Syria, The Netherlands, Turkey, and
Yugoslavia.

70.10 Director's Exemption

A. Any propagator, importer or exporter may petition the Director for exemption from these
regulations, as written, on a case-by-case basis.

APPENDIX 1. PPV SUSCEPTIBLE SPECIES
(NOTE: This is not intended to be a comprehensive list. Some species listed may be resistant. Some species
may be susceptible that are not listed.)

Subgenus Prunus (Peach, Plum, Apricot) Subgenus Amygdalus (Almond, Nectarine)
P. alleghaniensis P. amygdalo-persica

P. Americana P. arabica

P. angustifolia P. argentea

P. armeniaca P. arnoldiana

P. blireana P. baldschuanica

P. bokhariensis P. bucharica

P. brigantina P. davidiana
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P. cerasifera (includes P. myrobalana and its cultivars)
P. cocomilia

P. consociiflora
P. curdica

P. dasycarpa
P. domestica

P. dunbarii

P. gigantean

P. gracilis

P. gravesii

P. gymnodonta
. hortulana

. institia

. mandshurica
. maritime
mexicana
monticola
mume
munsoniana
nigra

. orthosepala
psuedoarmeniaca
. reverchonii

. salicina

P. sibirica

P. simonii

P. spinosa

P. subcordata
P. umbellate

P. ursine

P. ussuriensis

jaciia~aviia-aviia-Haviia-lisvRacla-Raclis-

P. dulcis

P. fasciculata
P. fenzliana

P. kansuensis
P. mira

P. mongolica
P. pedunculata
P. persica

P. petunnikowii
P. pilosa

P. skinneri

P. spinosissima
. sweginzowii
. tangutica

. tenella

. triloba

. vavilovii

. webbii

jacla~Ravlia-Baviia-

Subgenus Lithocerasus (Cherry)

P. besseyi

P. bifrons

P. cistena

P. glandulosa
P. humilis

P. incana

P. jacquemontii
P. japonica
P. microcarpa
P. prostrata
P. pumila

P. tomentosa
P. utahensis

Fiscal Impact Statement: There will be no increased costs to the State or its political subdivisions.

Document No. 2814

CLEMSON UNIVERSITY
STATE CROP PEST COMMISSION

CHAPTER 27

Statutory Authority: Chapter 9, Title 46, 1976 Code

27-50. Regulated Areas

Synopsis: These amendments remove the witchweed quarantine from certain farms in the regulated area and

impose the quarantine on certain other farms in the regulated areas.

Instructions: Delete regulation 27-50 and replace with this material.
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Statement of Rationale: This is a minor change to an existing regulation, based on state and federal property
surveys. For further information, contact Dr. H. B. Jackson, Department of Plant Industry, 511 Westinghouse
Road, Pendleton, SC 29670.

Text:
27-50. Regulated Areas
A. Generally infested areas. None.
B. Suppressive Areas
1. Horry County

a. That area bounded by a line beginning at a point where U.S. Highway 9 intersects the Horry-
Marion County line, then east along U.S. Highway 9 to Sate Secondary Highway 19, then southeast along State
Secondary Highway 19 to Lake Swamp, then southwest along Lake Swamp to State Secondary Highway 99, then
south and southwest along State Secondary Highway 99 to U.S. Highway 501, then west along U.S. Highway 501
to the Little Pee Dee River, then north along the Little Pee Dee River to the Lumber River, then north along the
Lumber River to U.S. Highway 9, where it intersects the Horry-Marion County line to the point of beginning.

b. Jenerette, Miriam farm located on eastside of Secondary Road 23, and 3.4 miles south of intersection
State Highway 917 and Secondary Road 23.

c. Stanley, Andrew farm located on the east side of State Highway 90 and 0.2 miles east of its junction on
unpaved road known as Andrew Road.

d. Livingston, Donnie farm located on the east side of State Highway 90 and 0.5 miles southeast of its
junction on state secondary road known as Bombing Range Road and 0.6 miles southeast of its junction on
unpaved road known as Dewitt Road and 0.2 miles west of its junction on unpaved road known as Sand Hill
Lane.

e. Lewis, Lula farm located on the west side of State Highway 90 and 0.4 miles west of its junction on
unpaved road known as Livingston Lane and 0.1 miles east of its junction on unpaved road known as Beecher
Lane.

f. Chestnut, Alberta farm located on the west side of State Highway 90 and 0.3 miles west of its junction on
state secondary road known as Pint Circle.

g. Adams, Lena J. farm located on the west side of State Highway 90 and 1.2 miles west of its junction on
state secondary road known as Pint Circle.

h. James, Norman farm located west of State Highway 90 and 0.4 miles west of its junction on unpaved road
known as Thompson Road.

i. Todd, Don farm located west of State Highway 90 and 0.4 miles west of its junction on unpaved road
known as Tilley Swamp Road.

j. Livingston, Pittman farm located on the east side of State Highway 90 and 2.2 miles north of junction with
State Highway 22 and State Highway 90.

k. Vereen, Rufus C. farm located east of State Highway 90 and 0.4 miles east on state secondary road known
as Old Chesterfield Road.
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1. Permenter, Lucille farm located on east and west side of Hwy 57 at Worthar Cutoff junction, 0.5 miles
south of North Carolina and South Carolina state line.

m. Montgomery, Harry farm located on the northwest side of state highway 76 in the Causey community,
and 2.2 miles northwest of its junction on state secondary road know as Sand Trap Road and 3.7 miles
northeast of its junction on unpaved road known as Causey Road and 0.1 mile northwest of its junction on
unpaved road known as Griffins Landing and 0.15 miles northeast of its junction on unpaved road known as
Flat River Road.

2. Marion County

a. Brown, Lewis farm located on the south side of State Highway 76 and 1.4 miles south of its junction with
State Secondary Road 201.

b. Rowell, Molite farm located on the west side of State Secondary Road 9 and 0.2 miles west of its junction
on unpaved road known as Molite Road.

c. Taw Caw Plantation farm located on the south side of State Highway 76 and 1.3 miles south of its junction
on unpaved road known as Bubba Road.

d. Fowler, Est. Herbert farm located east of State Highway 501 and 1.4 miles northeast of its junction on
unpaved road known as Bowling Green Road and 0.1 miles north of its junction on unpaved road known as Salem
Road.

Document No. 2774
STATE BOARD OF EDUCATION
CHAPTER 43
Statutory Authority: S.C. Code Ann. Sections 59-5-60 (1990) and 59-25-110 (1990)

43-52. Application for Teaching Credential-Required Documentation.
Synopsis:

The State Department of Education recommends that the State Board of Education promulgate amendments
to Regulation 43-52, Application for Teaching Credential-Required Documentation, to clarify certification
application requirements and align South Carolina’s regulation on certification application requirements with

Regulation 43-51 and the new federal No Child Left Behind Act of 2001 (Pub. L. 107-110).

1. The proposed amendments indicate the specific documents required for South Carolina certification.
2. The proposed amendments clarify the effective date of the credential.

The Notice of Drafting was published in the State Register on June 28, 2002.

Section-by-Section Discussion

1. Section I(A)(B) The text is revised to reflect the current name of the required application form
and a separate statement is added regarding the college recommendation form.

2. Section I(D) The text is revised to clarify the area and pedagogy test requirements to comply
with the new federal No Child Left Behind Act of 2001.

3. Section I(F) The text is revised to align this section’s FBI requirements to those in other

regulations and clarify that FBI reports must be within the eighteen months prior
to certification.
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4. Section II The text is revised to move application and evaluation fee to a separate section.

5. Section III(A)(B)(C) The text is revised to clarify the effective date of a credential as well as to clarify
changes to the regulation to comply with the new federal No Child Left Behind
Act of 2001.

Instructions: Amend R43-52, Application for Teaching Credential, to Chapter 43 regulations. This regulation
replaces 52.1. The title of this regulation is being changed from Application for Teaching Credential-Required
Documentation to Application for Teaching Credential.

Text:

52.1 is being repealed

R 43-52. Application for Teaching Credential
I. Required Documentation

The Office of Teacher Certification requires the following forms of documentation from applicants for
teacher certification:

A. Application Form. The applicant must submit the completed State Department of Education application
form.

B. Recommendation Form. The applicant must include a completed “Verification of College Preparation:
Recommendation for Teacher Certificate” form, signed by the dean or a designated college official.

C. College Transcripts. The applicant must submit complete and official transcript(s). Each transcript must
bear the official seal of the institution, the signature of the designated official, the type of degree earned, if any,
and the date awarded. Only official transcripts will be accepted for certification purposes. Electronically
transmitted transcripts from the individual college will be accepted as the technology becomes available in the
State Department of Education.

D. Examination Scores. The applicant must submit the required teaching area examination score(s) as
adopted by the State Board of Education for purposes of certification. Effective July 1, 2006, the required score
on the examination of general professional knowledge (pedagogy) as adopted by the State Board of Education for
purposes of certification will be required for initial certification. Until that date, the general professional
knowledge (pedagogy) exam will be required only for professional certification. Only official score reports will
be accepted.

E. Experience Verification. The applicant must submit appropriate verification of previous teaching
experience.

F. FBI Fingerprint Card and Background Check. The applicant must submit an FBI fingerprint card and
must undergo a criminal records check by the South Carolina Law Enforcement Division and a national criminal
records check supported by fingerprints conducted by the FBI. If the applicant does not complete the initial
certification process within eighteen months from the original date of application, the FBI fingerprint process
must be repeated. Eligible applicants who have prior arrests and/or convictions must undergo a review by the
State Board of Education and be approved before a certificate can be issued to them. Background checks from
other states or agencies are not transferable to South Carolina.

II. Application and Evaluation Fee
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The applicant must submit to the Office of Teacher Certification a nonrefundable fee for the evaluation and
processing of each of his or her applications.

III. Effective Date of Credential

A. The effective date of the credential will be based upon the date of receipt of the complete certification
application by the Office of Teacher Certification and/or request for additional area(s) of certification,
certification renewal, or certificate advancement. An incomplete application will be considered active for a period
of twelve months. If after twelve months the applicant has not submitted all required documentation, the
application will be archived.

B. If the applicant becomes eligible for an initial certificate, certificate advancement, or certification
renewal, requests received by the Office of Teacher Certification on or before November 1 will become effective
July 1 of the current school year. For requests from November 2 through April 30, changes become effective
when the requirements are met, provided that full documentation, including the request, is received by the Office
of Teacher Certification within forty-five days after the applicant has fulfilled all requirement(s). Requests
received forty-five days or more after eligibility will be effective the date the request is received. Requests
received after April 30 are effective on the following July 1.

C. If an applicant holding a graded certificate or warrant qualifies for a professional certificate as the result
of attaining the minimum qualifying score on the required certification examination, the upgraded credential will
become effective the semester following the date of examination As a result of the authorization of the federal No
Child Left Behind Act of 2001 (Pub. L. 107-110), graded certificates and warrants will become invalid at the end
of the 2005—06 school year.

Fiscal Impact Statement: There will be no increased costs to the state or its political subdivisions.

Document No. 2831
STATE BOARD OF EDUCATION
Chapter 43
No Child Left Behind Act of 2001, 20 USC 7912

R 43-307. Alignment of Assessment and Accountability with the No Child Left Behind Act
Synopsis:

The Elementary and Secondary Education Act of 2001, Public Law 107-110, also known as No Child Left
Behind Act, requires each state, in order to be eligible to receive federal funds, to prepare and submit an approved
plan for assessment and accountability to the United States Secretary of Education by May 1, 2003. A peer review
team examined the plan and the United States Department of Education (USDE) may require changes to it.

The Consolidated State Application Accountability Workbook establishes the state plan for compliance with
the requirements of the No Child Left Behind Act that include adequate yearly progress (AYP), and the alignment
of South Carolina’s assessment, state and district report cards, and accountability with the federal law.

This plan must be approved by the USDE for South Carolina to receive federal Title I funds. The State Board
of Education authorizes the South Carolina Department of Education to negotiate and finalize the plan as required
by the USDE for plan approval.

Section-by-Section Discussion
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Section 1. outlines the steps taken to align the elements of the Education Accountability Act of 1998 with those of
the No Child Left Behind Act (EAA).

Section 1., Subsection A (1) requires that the assessment system apply to all public schools and districts.

Section I., Subsection A (2) requires that the state report cards include all the data required by the No Child Left
Behind Act.

Section I., Subsection B (1) provides that the Adequate Yearly Progress measure be calculated as specified in the
Accountability Workbook and that it be reported on the EAA mandated report cards.

Section I., Subsection B (2) identifies the subgroups identified for measuring the progress on adequate yearly
progress.

Section I., Subsection B (3) outlines the other indicators of performance.

Section II. outlines the criteria for schools to move into needs improvement status and for Title I schools to
progress through the Title I mandated consequences.

Section III. authorizes the Department of Education to amend the plan as necessary to meet USDE approval.

Instructions: Add new R 43-307, Alignment of Assessment and Accountability with the No Child Left Behind
Act, to Chapter 43 regulations.

STATEMENT OF RATIONALE: NA

Text:
R43-307, Alignment of Assessment and Accountability Elements with the No Child Left Behind Act

I. The reauthorization of the Elementary and Secondary Education Act of 2001, Public Law 107-110, also
known as the No Child Left Behind Act, requires each state to align its assessment and accountability elements
with the measures mandated by federal law. The following steps are taken to align the elements of the Education
Accountability Act of 1998 with those of the No Child Left Behind Act.

A. Assessment System

1. The assessment system, as mandated by the Education Accountability Act and further specified in the
State Accountability Workbook, required by the No Child Left Behind Act, applies to all public schools and
districts in the state and holds all students to the same academic achievement criteria and performance standards.

2. The annual school, district, and state report cards, as mandated by the Education Accountability Act
and as further specified in the State Accountability Workbook, will include the data required by the No Child Left
Behind Act.

B. Accountability System
1. Adequate Yearly Progress. This measure is calculated as specified in the State Accountability

Workbook and is included as a measure of accountability and progress of the public schools. Adequate yearly
progress will be reported on the front of the Education Accountability Act mandated report card.
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2. Subgroups for Accountability. The subgroups identified for measuring the progress on adequate
yearly progress are: economically disadvantaged students, major racial and ethnic groups, students with
disabilities, and students with limited English proficiency. All students in the school are considered to be an
additional subgroup. The definitions of the subgroups are specified in the South Carolina Department of
Education Test Administration Manual and the No Child Left Behind Act.

3. Other Indicators of Performance. Attendance is the additional required indicator for elementary and
middle schools. This indicator’s threshold and adequate yearly progress criteria are specified in the State
Accountability Workbook. For high school, the additional indicator is required to be graduation rate. This
indicator’s threshold and adequate yearly progress criteria are specified in the State Accountability Workbook.

II. The Elementary and Secondary Education Act of 2001, Public Law 107-110, also known as the No Child Left
Behind Act, requires schools and districts not meeting adequate yearly progress for two consecutive years to
move into needs improvement status and for Title I schools missing adequate yearly progress more than two
consecutive years to progress through the levels of consequences specified in federal law.

III. The State Board of Education authorizes the South Carolina Department of Education to develop and amend
the State Accountability Workbook as necessary to meet USDE approval.

Fiscal Impact Statement: Costs cannot be determined at this time.

Document No. 2749
STATE BOARD OF EDUCATION
CHAPTER 43
Statutory Authority: S. C. Code Ann. Sections 59-5-60 (1990), 59-5-65 (1990 and Supp. 2001), and 59-30-10, et
seq. (1990 and Supp. 2001)

43-262.6. Basic Skills Assessment Program—Writing test: Minimum Standards of student achievement; Scoring
Criteria

Synopsis:

Not all standards of student achievement are codified in regulation. The Department proposes that
standards of student achievement be a matter of public record through information and policy rather than
through regulation.

Instructions:

Repeal R 43-262.6, Basic Skills Assessment Program—Writing test: Minimum Standards of student achievement;
Scoring Criteria, to Chapter 43 regulations.

Text:

43-262.6. Basic Skills Assessment Program--Writing test: Minimum Standards of Student Achievement; Scoring
Criteria.

The State Board of Education policy pertaining to the writing tests required by the 1978 Act No. 631 (Basic
Skills Assessment Program) is that the following criteria shall be applied in the scoring of those tests and the
minimum standard of student achievement shall be not less than three points as defined below.

Modified Holistic Scale
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4 point = A more than adequate response

The composition is related to the assigned topic. It has a focus and is unified; and it has a beginning, a middle,
and an end. The composition is developed and flows smoothly from idea to idea.

Errors in sentence formation, word usage, and mechanics, may be present; but they do not detract from the
overall impression of the composition.

3 points = An adequate response

The composition is related to the assigned topic. It has a focus and is unified; and it has a beginning, a middle,
and an end. The composition does not present major obstacles for the reader in moving from idea to idea.

Errors in sentence formation, word usage, and mechanics may be present; but they do not substantially detract
from the overall impression of the composition.

2 point = A less than adequate response

The composition is related to the assigned topic. It is somewhat focused and unified; and it may lack a
beginning, a middle, or an end. The composition may present obstacles for the reader in moving from idea to idea.

Errors in sentence formation, word usage, and mechanics are frequent enough to detract from the overall
impression of the composition.

1 point = A very inadequate response

The composition is related to the assigned topic. It lacks focus and is disorganized. The composition is very
difficult to follow.

Errors in sentence formation, word usage, and mechanics are frequent and serious enough to detract
substantially from the overall impression of the composition.

Responses That Cannot Be Evaluated

UR The composition is illegible or unreadable.

oT The composition is totally unrelated to the topic (off topic).

IS The composition contains an insufficient amount of writing to evaluate.
B The paper is assigned a B (Blank) if the response is missing.

The State Board of Education policy pertaining to an alternate assessment mechanism for the Exit
Examination writing test as required by 1993 Act No. 153 for students with documented disabilities and students
with English as a second language is that the written portion of the Exit Examination may be scored using the
Alternative Holistic Scoring Scale which places emphasis on the conveyance of meaning, that a student eligible to
have the written portion of the Exit Examination scored utilizing the Alternative Holistic Scoring Scale will be
determined by each school district using eligibility criteria established by the State Superintendent of Education,
that tests scored with the Alternative Holistic Scoring Scale will be identified on all score reports containing a
student's individual score, and that the following criteria shall be applied in the scoring of those tests and the
minimum student achievement shall be not less than three points as immediately defined below this paragraph.
Students with documented disabilities may also use additional special accommodations which are normally used
during the student's daily instructional program and are stated in the student's Individualized Education Program
or 504 Accommodations Plan.
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Alternative Holistic Score Scale for ESL Students and Students with Disabilities to Comply with 1993 Act
153

Exit Examination
4 point = A more than adequate response

The composition is related to the assigned topic. It has a focus and is unified; and it has a beginning, a middle,
and an end. The composition is developed and flows smoothly from idea to idea.

Errors in sentence formation, word usage, and mechanics may be present; but they do not detract from the
overall impression of the composition.

3 point = An adequate response

The composition is related to the assigned topic. It has a focus and is unified; and it has a beginning, a middle,
and an end. The composition does not present major obstacles for the reader in moving from idea to idea.

Sentence formation, word usage, and mechanics are adequate to convey meaning.
2 point = A less than adequate response

The composition is related to the assigned topic. It is somewhat focused and unified; and it may lack a
beginning, a middle, or an end. The composition may present obstacles for the reader in moving from idea to idea.

Sentence formation, word usage, and mechanics hinder the conveyance of meaning.

1 point = A very inadequate response
The composition is related to the assigned topic. It lacks focus and is disorganized. The composition is very
difficult to follow.

Sentence formation, word usage, and mechanics are inadequate to convey meaning.
Responses That Cannot Be Evaluated

UR = The composition is illegible or unreadable.

OT = The composition is totally unrelated to the topic (off topic).

IS = The composition contains an insufficient amount of writing to evaluate.
B = The paper is assigned a B (Blank) if the response is missing.

Compositions which receive scores of 1, 1.5, and 2 shall be scored analytically to identify specific objectives
(mechanics, word usage, sentence formation, and/or composition) in which the student exhibited deficiencies.

Mechanics Word Usage
The composition contains the following The composition contains the following \

errors: errors:
capitalization word meaning
punctuation pronoun usage
spelling verb usage
adjective/adverb usage
omission of words

South Carolina State Register Vol. 27, Issue 6
June 27, 2003



FINAL REGULATIONS 39

Sentence Formation Composition
The composition contains the following The composition contains the following

erTors: errors:

sentence fragments lacks focus

run-on sentences lacks unity

misplaced modifiers lacks a beginning, middle or an end
dangling modifiers lacks smooth flow from idea to idea

faulty parallel structure

Preliminary Fiscal Impact Statement: There will be no increase costs to the State or its political subdivisions.

Resubmitted April 9, 2003
Document No. 2798
STATE BOARD OF EDUCATION
CHAPTER 43
Statutory Authority: S.C. Code Ann. Sections 59-5-60 (1990) and 59-40-10, et seq. (Supp. 2001)
R 43-601. Procedures and Standards for Review of Charter School Applications
Preamble:

The regulation will establish procedures and standards for review of charter school applications. The amended
Charter Schools Act gives the State Board of Education the responsibility and authority to “promulgate
regulations and develop guidelines . . . including standards which the Charter School Advisory Committee shall
use to determine compliance with this chapter.” The regulation also defines adverse impact, as stipulated in the
Act as a condition under which a local board can deny a charter school application, consistent with recent
amendments to S.C. Code Ann. § 59-40-10, et seq. (to be codified at Supp. 2002).

Section-by-Section Discussion

Section I establishes the authority of the Charter School Advisory Committee to review applications.

Section II establishes the standards that the Advisory Committee will use to determine compliance with the
application components as set forth in S.C. Code Ann. § 59-40-60 (F) (to be codified at Supp. 2002).

Section III establishes the authority of a local board of trustees to grant a conditional charter to a charter school
before the school has secured space, equipment, facilities, and personnel.

Section IV establishes a definition for adverse impact.
Instructions:

Add new R 43-601, Procedures and Standards for Review of Charter School Applications, to Chapter 43
regulations.

Text:
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R 43-601. Procedures and Standards for Review of Charter School Applications
I. APPLICATIONS TO BE CONSIDERED BY THE CHARTER SCHOOL ADVISORY COMMITTEE
(A) Review of Applications
All charter school applications must be reviewed by the Charter School Advisory Committee to determine
compliance with the standards established below. The applications submitted to the Advisory Committee must
demonstrate compliance with each standard.
(B) Proposed Contract
The charter school application will be a proposed contract.
(C) Requests for Additional Information
If the Advisory Committee determines that an application does not meet one or more of the standards, it
may request clarification or additional information from the applicant or the district. The Advisory Committee has
the authority to incorporate this additional information into the application.
II. CHARTER SCHOOL APPLICATION STANDARDS

(A) Mission Statement

The charter school application must include a mission statement that must be clear and must support the
intent of the Charter Schools Act:

(1) The purpose of the charter school must be clearly stated.
(2) The purpose of the charter school must be consistent with the intent of the Charter Schools Act:
(a) S.C.Code Ann. § 59-40-20 (Supp. 2001):
This chapter is enacted to:
(i) improve student learning;
(i1) increase learning opportunities for students;
(iii) encourage the use of a variety of productive teaching methods;
(iv) establish new forms of accountability for schools;
(v) create new professional opportunities for teachers, including the opportunity to be responsible
for the learning program at the school site; and
(vi) assist South Carolina in reaching academic excellence.
(b) S.C. Code Ann. § 59-40-30 (Supp. 2001):
The purpose of the Charter Schools Act is to create a legitimate avenue for parents, teachers, and
community members to take responsible risks and create new, innovative, and more flexible ways of educating all
children within the public school system.

(B) Admissions Policies and Procedures

The application must include a description of the charter school’s admission policies and procedures:

South Carolina State Register Vol. 27, Issue 6
June 27, 2003



FINAL REGULATIONS 41

(1) The admission policies and procedures must reflect compliance with all federal and state laws and
constitutional provisions prohibiting discrimination on the basis of disability, race, creed, color, gender, national
origin, religion, ancestry, or need for special education services.

(2) The admission policies and procedures must provide that, subject to space limitations, the charter
school admits all children who are eligible to attend public school in the school district where the charter school is
operating. If the number of applications exceeds the capacity of a program, class, grade level, or building, students
must be accepted by lot, as specified in federal or state guidance. There is no appeal to the local school board of
trustees.

(3) The policies and procedures must not limit or deny admission or show preference to any individual
group; however, priority may be given to

(a) asibling of a pupil already enrolled,
(b) children of charter school employees, and

(c) children of the charter school committee, provided enrollment does not exceed twenty percent of
the enrollment of the charter school.

(4) Admission priority must be given to all students enrolled in a school undergoing a conversion.

(5) The policies and procedures must include provisions to grant or deny permission for students to
attend the charter school if they reside in a school district other than the one where the charter school is located.

(a) In-district students will be given priority.

(b) Out-of-district student enrollment must not exceed 20 percent of the total enrollment of the
charter school without the approval of the receiving district board of trustees. The sending district must be
notified immediately of the transferring students. Out-of-district students must be considered on the basis of the
order in which their applications are received.

(c) If the 20 percent of the out-of-district students are from one school district, then the sending
district must concur with any additional students’ transferring from that district to attend the charter school.

(6) If a charter school denies admission to a student for reasons other than the results of a lottery, the
student may appeal the denial to the local school board of trustees. The decision will be binding on the student
and the charter school.

(C) Support for Formation of a Charter School

The application must include evidence that an adequate number of parents, teachers, pupils, or any
combination of them support the formation of the charter school:

(1) The charter committee must include at least one teacher.

(2) The application must include documentation of support of parents, teachers, pupils, or any
combination of them that demonstrates that the school would likely meet enrollment expectations. A list of
prospective or tentatively enrolled students or prospective employees is not required. The application must set
forth the anticipated enrollment for the school at each grade level.
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(3) Evidence of the interest level of parents, teachers, pupils, or any combination of them must be
provided in the application and may include, but not be limited to, documentation of attendance and support at
community meetings and survey results.

(4) If the social situation of the proposed school’s targeted population precludes establishing parental
support, evidence should demonstrate support from community groups and agencies, including letters from these
entities that specify the level of their commitment to the school.

(5) In the case of a proposal to convert a school, the application must also include evidence that two-
thirds of the faculty and instructional staff voted to support the filing of the application and evidence that two-
thirds of the voting parents or legal guardians voted to support the filing of the application. Parents or guardians
shall have one vote for each of their children enrolled in the school (i.e., each student may be represented by only
one vote). All parents or legal guardians of students enrolled in the school must be given the opportunity to vote.

(D) Educational Program, Goals, Objectives, Pupil Achievement Standards, and Curriculum

The charter school’s educational program, goals, objectives, pupil achievement standards, and curriculum
must be clearly described in the application and must meet or exceed any student academic standards adopted by
the school district in which the charter school is located. The application must demonstrate that the educational
program is designed to enable each student to achieve these standards.

(1) The goals and objectives must be clearly stated and must provide enough detail to indicate specific
outcomes.

(2) The student population must be identified by grade level, unique educational needs, and projected
enrollment. A converted charter school must offer the same grades, or nongraded education appropriate for the
same ages and education levels of pupils, as offered by the school immediately before conversions and may also
provide additional grades and further educational offerings.

(3) The educational goals must reflect the school’s mission statement.

(4) Strategies to accomplish the educational goals must be included.

(5) The school calendar must be at least 180 instructional days.

(6) Academic standards must identify what students will achieve at each grade level and must meet or
exceed the South Carolina curriculum standards, as adopted by the State Board of Education. A correlation or
other documentation must be included or process identified to ensure that the school will provide an instructional
program that meets or exceeds the academic standards.

(7) If the charter school plans to offer the South Carolina State High School Diploma, the application
must set forth the method for meeting the state requirements for the High School Diploma, including, but not

limited to, course unit requirements, seat time for Carnegie Units, and passage of the required examination.

(8) Provisions must be included for determining if all students are achieving or attaining the standards,
including the methods by which student performance information will be gathered and monitored.

(9) The application must include an explanation as to how the school will comply with the Individuals
with Disabilities Education Act, Section 504 of the Rehabilitation Act, and the Americans with Disabilities Act.

(E) Student Assessment
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The application must include a description of the charter school’s plan for evaluating pupil achievement
and progress toward accomplishment of the school’s achievement standards. The school’s evaluation plan must
include state-mandated assessments and other assessments as well as the timeline for meeting these standards and
the procedures to be taken if pupil achievement falls below the standards.

(1) Methods for evaluating pupil achievement at each grade level must be specified. These methods must
include but should not be limited to the state assessments.

(2) The timeline must identify the expected yearly progress toward meeting the school’s long-term
performance goals. The expected yearly progress must meet or exceed the expectation of adequate yearly progress
as established in the No Child Left Behind Act.

(3) Provisions must be included to address the needs of students who do not perform at acceptable levels
of proficiency in the statewide assessment program.

(F) Budget and Accounting System

The application must include a plan for the charter school that is economically sound and in compliance
with state and federal requirements, including a proposed budget for the term of the charter, and must describe the
manner in which an annual audit will be conducted:

(1) A budget for each year of the term of the charter must be included. The charter school must use the
same budget codes as are required of school districts. The budget must be based on documented State Department
of Education estimated revenues in accordance with the allocations in S.C. Code Ann. § 59-40-140(A)—(C). If the
budget includes funds acquired through grants, the application must present evidence that the funds, including
federal public charter school start-up grants, are likely to be received, and the terms of the projected grants must
be explained. Anticipated expenditures must include all costs associated with initial implementation and
continued operation, including but not limited to instructional and support costs for

(a) salaries,

(b) employee benefits,

(¢) purchased services (includes insurance and transportation),
(d) supplies and materials (includes noncapital equipment), and
(e) capital outlay.

(2) The application must include a description of the annual audit of the financial and administrative
operations of the charter school, including evidence that the charter school will adhere to the accounting, auditing,
and reporting procedures and requirements that are applied to public schools operating in South Carolina.
Accounting, auditing, and reporting requirements must be in compliance with the principles set forth in the
following publications, published annually by the Office of District Auditing and Field Services:

(a) Single Audit Guide,
(b) Financial Accounting Handbook, and
(¢) Funding Manual.

(3) The application must include documentation regarding the pupil accounting system, including
evidence that the charter school will adhere to the procedures and regulations that are applied to public schools
operating in South Carolina. Pupil accounting and reporting requirements must be in compliance with the S.C.
Pupil Accounting Manual and the S.C. Student Accountability Manual, published by the State Department of
Education.
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(4) The application must include documentation of any negotiated services provided by the school
district, including but not limited to financial accounting, payroll services, food services, custodial services,
maintenance, curriculum, library and media services, and warehousing.
(G) Governance and Operation

The application must include a description of the governance and operation of the charter school:

(1) The charter school must be organized as a South Carolina non-profit corporation and the application
must include a copy of the non-profit corporation’s articles of incorporation and bylaws.

(2) The governing board must be elected annually by employees of the charter school and all parents or
guardians of enrolled students.

(3) The governing board must assume the following responsibilities:

(a) employing and contracting with teachers and nonteaching employees;

(b) ensuring that teachers, whether certified or noncertified, undergo the background checks and
other investigations required for certified teachers, as provided by law, before they may teach in the charter
school;

(c) contracting for other services;

(d) developing pay scales, performance criteria, and discharging policies for its employees;

(e) deciding all other matters related to the operation of the charter school, including budgeting,
curriculum, and operating procedures; and

(f) ensuring that the charter school will adhere to the same health, safety, civil rights, and disability
rights requirements as are applied to all public schools operating in the same school district.

(4) The application must include a description of the administrative structure of the charter school,
including the roles and responsibilities of each administrative staff member.

(5) Evidence of the nature and extent of parental, community, and professional educator involvement in
the governance and operation of the school must be provided.

(6) Evidence must be provided that the charter school and its governing body will comply with the
Freedom of Information Act. Such evidence may include the bylaws of the nonprofit corporation, which must be
established prior to application.

(H) Administrative and Teaching Staff

The charter school must employ administrators and teachers in a manner consistent with the Charter
Schools Act:

(1) At least one member of the administrative staff must hold current South Carolina certification in
administration or have at least one year of experience in the field of school-based administration. The application

must provide evidence that the qualifications of at least one administrator will meet this requirement.

(2) A newly created charter school may hire noncertified teachers not to exceed 25 percent of its faculty.
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(3) A converted charter school may hire noncertified teachers not to exceed of 10 percent of its faculty.

(4) A teacher of a core academic area (English/language arts, mathematics, science, or social studies)
must be certified in that area or must hold a baccalaureate or graduate degree in that subject. Teachers with
elementary certification may teach in any academic area and in any grades allowable by the status of their
certification.

(5) Part-time noncertified teachers must be considered pro rata in calculating staff percentages based on
the hours which they are expected to teach.

(6) A noncertified teacher must be appropriately qualified for the subject matter taught, must have
completed at least one year of study at an accredited college or university, and must meet the qualifications
outlined in S.C. Code Ann. § 59-25-115.

(7) A certified teacher must hold current certification by the State of South Carolina to teach in a public
elementary, middle, or secondary school.

(I) Racial Composition

The application must describe how the charter school intends to ensure that the enrollment of the school is
similar to the racial composition of the school district or to the targeted student population the charter school
proposes to serve and must also provide assurance that the school complies with any school district desegregation
plan or order in effect:

(1) The application must demonstrate timely, fair, and realistic policies and procedures for recruiting,
registering, and admitting students that reflect the racial composition of the school district or the targeted school
population.

(2) The proposed procedures and policies must reflect an understanding of the racial composition of the
district and the targeted student population.

(3) To ensure compliance with a desegregation plan or order, the charter school applicant should take the
following steps and provide documentation that these steps were taken in its application:

(a) request and receive a letter from the district indicating whether the school will be subject to any
desegregation plan or order;

(b) secure a copy of the desegregation plan or order if the school is subject to such;

(c) determine and demonstrate that the charter school’s policies and procedures are in compliance
with the desegregation plan or order;

(d) request and receive a letter from the district that indicates whether the charter school’s proposed
policies and procedures are in compliance with any desegregation plan or order in effect in the district or whether
clarification must be received from the Office for Civil Rights.

(J) Transportation

The application must include a description of how the charter school intends to meet the transportation
needs of its pupils:

(1) If the charter school will provide transportation by school bus, the application must include a plan that
complies with the state requirements for drivers and training and the state safety requirements for school buses.
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(2) If the lack of transportation is preventing a child from attending school, the charter school must
provide or facilitate transportation for that student.

(3) If the charter school intends to contract with the district or a third party for transportation services, a
description of those services and a proposed contract must be provided in the application.

(4) A charter school is not required to provide or facilitate transportation for out-of-district students.
(K) Facilities and Equipment

The application must include a description of the building, facilities, and equipment and an explanation as
to how they will be obtained:

(1) Facilities Identified in Application

(a) If a facility suitable for use by the charter school is identified at the time of application, the
application must provide the following information with regard to the facility that the charter school intends to
occupy:

(i) the address of the facility;

(i1) a description of the facility;

(iii) a floor plan of the facility, including a notation of its size in square footage;

(iv) the name and address of the owner of the facility; and

(v) acopy of the proposed lease or rental agreement if the facility will be leased or rented.

(b) If the facility that the charter school will occupy is being used as a public school at the time of
application, the application must specify the name and location of that school and must include documentation
setting forth the specific days and times during which the charter school is authorized to use that facility.

(c) The application must either demonstrate that the proposed facility is in compliance with
applicable building codes, laws, and regulations for school occupancy or must provide a description of that
facility and must demonstrate that it will meet the requirements:

(i) A certificate of occupancy or a letter from the Office of School Facilities stating that the
facility meets the appropriate codes is adequate to show compliance with this standard with regard to school
facilities.

(i1) If a certificate of occupancy is not issued or cannot be obtained at the time of application, the
application must provide evidence that the charter school committee is working with an architect and/or the Office
of School Facilities to correct any deficiencies in the facility.

(2) Facilities Not Identified in Application

If the charter school has not identified a suitable facility, the application must specify a plan for
obtaining such a facility and must include

(a) a description of the facility needs,
(b) a statement as to whether an existing facility will be remodeled or a new facility will be built, and

(¢) a schedule for completing or obtaining a suitable facility and, if applicable, a description of and
timeline for any plan to raise funds for completing or obtaining the facility.
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(3) The application must include a description of the equipment that will be used to support the proposed
curriculum and an explanation as to how the equipment will be obtained.
(L) Employee Relations

The application must explain the relationship that will exist between the charter school and its employees,
including evaluation procedures:

(1) The application must include a description of the process that will be used to advertise for, select, and
employ instructional staff and other employees.

(2) The procedure for the evaluation of teachers of the charter school must be outlined in the application.

(a) The charter school may choose to use the ADEPT (Assisting, Developing, and Evaluating
Professional Teaching) program. If ADEPT is to be used, the school must meet all requirements of the program.

(b) If the charter school selects another method of evaluation, that method must be explained with
adequate detail.

(3) The application must explain how the terms and conditions of employment will be addressed with
affected employees.

(M) Grievance and Termination Procedures
The charter school must have a reasonable grievance and termination procedure for its employees:

(1) The charter school may, with agreement from the sponsor, adopt the procedures for the employment
and dismissal of teachers outlined in S.C. Code Ann. § 59-25-410 ef seq. (1990).

(2) If the charter school does not adopt procedures for the employment and dismissal of teachers outlined
in S.C. Code Ann. § 59-25-410 et seq. (1990), the charter school must establish employment and termination
procedures that provide for notice and a right to a hearing before the governing board.

(3) The charter school application must include grievance or termination procedures for paraprofessionals
and other staff.

(4) Teachers and other staff members who are employed at a public school that converts and who desire
to continue to teach or work at the converted school may do so but will remain employees of the local school
district with the same compensation and benefits including any future increases.

(N) Student Conduct, Rights, and Responsibilities

The charter school application must include a policy governing student conduct, student rights and
responsibilities, and student discipline standards and procedures:

(1) The charter school may adopt the district’s policy on student conduct and discipline.

(2) If the charter school does not adopt the district’s policy on student conduct and discipline, the charter
school application must include a policy that sets forth clear expectations for student conduct.

(3) The policy must set forth disciplinary actions to be taken by the administration for breaches of the
student conduct policy.
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(4) The application must set forth an appeal process for students recommended for expulsion that
includes a right to appeal a decision to the charter school board.

(5) The application must set forth an assurance that the charter school will comply with S.C. Code Ann. §
59-63-235 (Supp. 2001), which provides for the expulsion of any student who brings a firearm to school.

(6) The application must include an assurance that the charter school will comply with the Family
Education Rights and Privacy Act (20 U.S.C. § 1232).

(7) The application must contain the explanation of the policies with regard to student conduct, rights,
and responsibilities that will be given to parents and students at the beginning of the school year.

(O) Indemnification

The charter school must assume the liability for the activities of the charter school and must agree to
indemnify and hold harmless the school district, its servants, agents, and employees from any and all liability,
damage, expense, causes of action, suits, claims, or judgments arising from injury to persons or property or
otherwise that arises out of the act, failure to act, or negligence of the charter school, its agents and employees, in
connection with or arising out of the activity of the charter school.

(P) Insurance

The application must include a description of the types and amounts of insurance coverage to be obtained
by the charter school. The application must address, but is not limited to, the following types of insurance:
worker’s compensation, liability, property, indemnity, and automotive.

(1) The application must include a description of worker’s compensation insurance and amounts and a
statement from a South Carolina licensed insurance company or the state insurance reserve fund setting out the
charter school applicant’s ability to secure the insurance and an estimate of the cost of the insurance.

(2) The application must include a description of liability insurance and the amounts to be obtained by
the charter school and a statement from a South Carolina licensed insurance company or the state insurance
reserve fund setting out the charter school applicant’s ability to secure the insurance and an estimate of the cost of
the insurance. The minimum policy must cover the limits of the South Carolina Tort Claims Act (S.C. Code Ann.
§ 15-78-120 (Supp. 2001)).

(3) The application must include a description of the insurance to cover loss to the school building and
contents for fire and theft and a statement from a South Carolina licensed insurance company or the state
insurance reserve fund setting out the charter school applicant’s ability to secure the insurance and an estimate of
the cost of the insurance.

(4) The application must include a description of indemnity insurance against civil and criminal liability
for the charter school to protect the sponsor, the members of the board of the sponsor, and the employees of a
sponsor acting in their official capacity with respect to all activities related to the charter school. A statement from
a South Carolina licensed insurance company or the state insurance reserve fund setting out the charter school
applicant’s ability to secure the insurance and an estimate of the cost of the insurance must also be included.

(5) The application must include a description of automobile insurance, both property and liability
insurance and a statement from a South Carolina licensed insurance company or the state insurance reserve fund
setting out the charter school applicant’s ability to secure the insurance and an estimate of the cost of the
insurance.
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III. CONDITIONAL CHARTERS

The local school board may grant a conditional charter, instead of a full charter, to an applicant whose
application meets the standards as determined by the Advisory Committee if a charter school has not yet secured
its space and been issued a certificate of occupancy by the Office of School Facilities, secured its equipment,
facilities, and/or personnel.

IV. ADVERSE IMPACT ON STUDENTS

A local school board of trustees may deny an application if the charter school would adversely affect the other
students in the district.

(A) The local school board of trustees must demonstrate adverse impact on students. The impact must be
specific and must have a negative affect on students. If the local school board of trustees finds that the charter
school would adversely affect other students of the district, the written explanation of the reasons for denial
required by § 59-40-70(C) must describe detrimental effects upon other students of the district.

(B) If the district is claiming an adverse impact based upon the redirection of funding to the charter school,
the district must demonstrate that the funds being redirected to the charter school will have a direct negative
impact on students.

(1) The district must show options it has considered in an effort to reduce the adverse financial impact of
the charter school.

(2) The district has considered the net fiscal impact of the charter school, including the fiscal benefits that
the charter school may bring to the district.

V  GUIDELINES

The State Department of Education may issue guidelines to assist charter schools in complying with
federal legislation, including, but not limited to, No Child Left Behind and the Individuals with Disabilities
Education Act.
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Resubmitted April 9, 2003

Document No. 2793
STATE BOARD OF EDUCATION
CHAPTER 43
Statutory Authority: S.C. Code Ann. Sections 59-5-60 (1990) and 59-40-10, et seq. (Supp. 2001)

43-600. Charter Schools Regulations

Synopsis: The State Department of Education recommends that the State Board of Education promulgate

amendments to R 43-600, Charter Schools Regulation, and change title to of regulation to Charter School

Appeals, as indicated in the drafting notice that was published in the Stafe Register on June 28, 2002. The

amendments remove the right to remand a case to the local board of trustees by the State Board of Education and

establishes a process of appeal from the Charter School Advisory Committee to the State Board of Education,

consistent with recent amendments to S.C. Code Ann. § 59-40-10, et seq. (to be codified at Supp. 2002).
Section-by-Section Discussion

Title is changed to Charter School Appeals.

Section I(B) is amended by removing the reference to the South Carolina Code of Laws.

Section I(E) is amended by removing the language that would allow the State Board of Education to remand a
case to the local school district. The statute was amended removing remand as an option.

Section II is added to provide the procedures for an appeal from the Charter School Advisory Committee to the
State Board of Education.

Section III(A) is amended by removing the reference to the South Carolina Code of Laws.
Instructions: Replace R 43-600, Charter School Regulation, in its entirety with the following amended text.
Under Article 26, Charter Schools, change title of regulation from Charter Schools Regulation to Charter School
Appeals
Text:
R 43-600. Charter School Appeals
I. APPEALS FROM A DECISION OF LOCAL BOARD OF TRUSTEES.
(A) Right to Appeal:

A charter school applicant may appeal an adverse decision of the local school board of trustees to the
State Board of Education.

(B) Notice of Appeal:

The charter school applicant must provide the State Board of Education and the local school board of
trustees with a written notice of appeal within ten (10) days after receiving the written explanation of the local
school board of trustees. The notice of appeal is to be filed with the Chair of the State Board of Education at the
Office of the State Superintendent of Education and with the Chair of the local school board of trustees. The
notice of appeal must clearly identify the issues on appeal.
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(C) Record on Appeal:

The Record on Appeal must include the written explanation of the decision of the local school board of
trustees and evidence, submitted by either party that was considered by the local school board of trustees and that
is relevant to the issue(s) on appeal. Matters not relevant or not previously presented to the local school board of
trustees may not be included in the record and will not be considered by the State Board of Education. A party
that submits materials to be included in the record on appeal must file twenty (20) copies of the materials with the
Chair of the State Board of Education at the Office of the State Superintendent of Education and one copy with
the Chair of the local school board of trustees within fifteen (15) days after the notice of appeal is filed.

(D) Scope of Review:

The State Board of Education’s review will be limited to the record on appeal. The State Board of
Education will not consider any fact that does not appear in the Record on Appeal.

(E) Standard of Review:

The State Board of Education may affirm or reverse the decision of the local school board of trustees if it
determines that the local school board of trustees decision:

(1) violated constitutional or statutory provisions,

(2) exceeded the authority of the local school board of trustees,

(3) was based upon an error of lawz,

(4) is clearly erroneous in view of the substantial evidence on the record, or
(5) was arbitrary or capricious.

(F) Written Memorandum:

Each party may submit a written memorandum explaining its position with respect to the issue(s) on
appeal within fifteen (15) days after the notice of appeal is filed. If a party submits a memorandum, twenty (20)
copies must be provided to the Chair of the State Board of Education at the Office of the State Superintendent of
Education and one (1) copy to the opposing party.

(G) Hearing of Appeals:

The State Board of Education, within thirty (30) days after receipt of the notice of appeal and after
reasonable public notice will conduct a public hearing to consider the appeal.

Each party will be allowed to make an oral argument addressing the issues on appeal. The length of time
allotted for oral argument will be determined by the State Board of Education. The State Board of Education, at
its discretion, may allow public comments addressing the issues on appeal at the public hearing. The Chair of the
State Board of Education will notify the parties of the time allotted for oral argument.

The State Board of Education will issue a final written order within twenty (20) days of the public
hearing.

II. APPEALS FROM THE CHARTER SCHOOL ADVISORY COMMITTEE
(A) Right to Appeal:

A charter school applicant may appeal a determination of noncompliance by the Charter School Advisory
Committee to the State Board of Education.
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(B) Notice of Appeal:

The charter school applicant must provide the State Board of Education, the Charter School Advisory
Committee, and the local school board of trustees with a written notice of appeal within ten (10) days after
receiving the determination from the Charter School Advisory Committee. The notice of appeal is to be filed with
the Chair of the State Board of Education at the Office of the State Superintendent of Education, the Chair of the
Charter School Advisory Committee, and the Chair of the local school board of trustees. The notice of appeal
must clearly identify the issues on appeal.

(C) Record on Appeal:

The Record on Appeal must include the written determination by the Charter School Advisory Committee
and the charter school application.

(D)Scope of Review:

The State Board of Education’s review will be limited to the consideration of the Charter School
Advisory Committee's application of the Charter School Standards in making its recommendation.

(E) Standard of Review:

The State Board of Education may affirm or reverse the recommendation of the Charter
School Advisory Committee if it determines that the Charter School Standards were not applied in the
decision making or if the State Board determines that the Charter School Advisory Committee's decision

(1) violated constitutional or statutory provisions,

(2) exceeded its authority,

(3) was based upon an error of law,

(4) is clearly erroneous in view of the substantial evidence on the record, or
(5) was arbitrary or capricious.

(F) Written Memorandum:

The charter school applicant may submit a written memorandum explaining its position
with respect to the issue(s) on appeal within ten (10) days after the notice of appeal is filed. If the
charter school applicant submits a memorandum, twenty (20) copies must be provided to the Chair of
the State Board of Education at the Office of the State Superintendent of Education and one (1) copy to
the Advisory Committee and one (1) copy to the Chair of the local school board of trustees.

(G) Hearing of Appeals:

The State Board of Education will consider the written record and memorandum only. Oral arguments
and testimony will not be permitted.

The State Board of Education shall issue a final written order within forty-five (45) days of receiving the
notice of appeal.

(H) Final Decision:

The decision of the State Board will be final. There is no further appeal of its decision.
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III. STATE BOARD OF EDUCATION MOTION TO REVIEW A DECISION OF A LOCAL SCHOOL
BOARD OF TRUSTEES CONCERNING A CHARTER SCHOOL APPLICATION

(A) Right to Move:

The State Board of Education may, on its own motion, review a decision of any local school board of
trustees concerning charter schools.
(B) Notice of Motion:

The Chair of the State Board of Education will notify, by certified mail, the Chair of the local school
board of trustees and the charter school applicant of its motion to review the decision of the local school board of
trustees and the reasons for the motion.

(C) Written Documents and Memorandums:

Each party may submit a written memorandum and supporting documents addressing the reasons of the
State Board of Education for the motion to review the decision of the local school board of trustees within twenty
(20) days after the party receives notice of the motion to review.

(D) Hearing:

Within thirty (30) days of the motion to review by the State Board of Education and after reasonable
notice, the State Board of Education will conduct a public hearing to consider its motion to review.

Each party will be allowed to make an oral argument addressing the issue(s) on review. The length of
time allotted for oral argument will be determined by the State Board of Education. The State Board of
Education, at its discretion, may allow public comment(s) addressing the issue(s) on review at the public hearing.
The Chair of the State Board of Education will notify the parties of the time allotted for oral argument.

The local school board of trustees and the charter school applicant must provide all information relevant
to the motion to review requested by the State Board of Education within five (5) days of the request. If either
party refuses to provide the information, the State Board will issue a subpoena on its behalf. The State Board of
Education will have the power to administer oaths and to examine witnesses and such documents and records as
relate to the issue or issues on review.

The State Board of Education shall issue a final written order within twenty (20) days of the public hearing.

Fiscal Impact Statement: None
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Resubmitted April 9, 2003

Document No. 2776
STATE BOARD OF EDUCATION
CHAPTER 43
Statutory Authority: Code Ann. Sections 59-5-60 (1990), 59-25-110 (1990)

43-53. Credential Classification
Synopsis:

The State Department of Education recommends that the State Board of Education promulgate amendments to R
43-53, Credential Classification, to clarify the types of levels of credential classifications and align South
Carolina’s regulation on credentials with the new federal No Child Left Behind Act of 2001 (Pub. L. 107-110).

The proposed amendments clarify the types of credential classifications including initial, professional, alternative
route, temporary, graded, warrants, and special subject.

The proposed amendments clarify the levels of credential classifications including bachelor’s degree, bachelor’s
degree plus eighteen hours, master’s degree, master’s degree plus thirty hours, and doctorate degree.

The proposed amendments clarify the requirements for credential advancement.

The Notice of Drafting was published in the State Register on June 28, 2002.
Section-by-Section Discussion

The entire regulation has been reorganized to separate the types and levels of credential classification from the

requirements for credential advancement.

Section I(A)  The text is revised to further explain the initial credential and the requirements to receive it.

Section I(B)  The text is revised to clarify the process for achieving a professional certificate. This includes
accepting a valid National Board Teaching Certification to fulfill the requirements for a
professional certificate.

Section I(C)  The text is revised to update the information on alternative route certification and adds the
qualifications necessary to advance to a professional certificate.

Section (D)  The text is revised to properly categorize the types of temporary certificates including out-of-state
temporary certificates, transitional certificates, out-of-field permits, school psychologist, and
speech-language therapist. For each, it clarifies the validity period and the process for renewal, if
available. It also includes statements to comply with the new federal No Child Left Behind Act of
2001.

Section I(E)  The text is revised to clarify the process for maintaining warrants and graded certificates. It also
includes statements to comply with the new federal No Child Left Behind Act of 2001.

Section I(F)  The text is revised to comply with the new federal No Child Left Behind Act of 2001.

Section II The text is revised to clarify the levels of credential classification.

Section 111 The text is revised to clarify the requirements for credential advancement including the dates of
advancement based on completion of the requirements.

Instructions: Amend R-43-53, Credential Classification, to Chapter 43 regulations.
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Text:
43-53. Credential Classification

The classification of an educator’s credential is determined by a combination of factors, including his or her
formal education, performance, professional development, and teaching experience.

I. Types of Credential Classification
A. Initial Certificate

An initial certificate is valid for three years. Beyond the initial three-year validity period, teachers who
do not yet meet the requirements for professional certification, but who are employed by a public school district at
the provisional or annual contract level, as defined in S.C. Code Ann. Section 59-26-40, may have their
certificates renewed annually at the request of the employing school district.

Teachers who hold initial certificates and are employed in a non-public school educational setting may
have their certificates renewed annually for an indefinite period at the request of the educational entity, provided
that certificate renewal requirements, as specified in R 43-55 (Renewal of Credentials) are met every five years.

Teachers who hold initial certificates but who are not employed by a public school district in a position
requiring certification at the time the initial certificate expires, and who have not otherwise met the requirements
for professional certification, may reapply for an initial certificate at such time as they become employed by a
public school district or private school, subject to the requirements for initial certification in effect at the time of
reapplication. To qualify for an initial certificate, the applicant must fulfill the following requirements:

1. Earn a bachelor’s or master’s degree either from an institution that has a state-approved teacher
education program and is accredited for general collegiate purposes by a regional accreditation association, or
from a South Carolina institution that has programs approved for teacher education by the State Board of
Education, or from an institution that has programs approved for teacher education by the National Council for
Accreditation of Teacher Education (NCATE). Professional education credit must be earned through an
institution that has a teacher education program approved for initial certification.

2. Submit the required teaching area examination score(s) as adopted by the State Board of Education
for purposes of certification. Effective July 1, 2006, the required score on the examination of general professional
knowledge (pedagogy) as adopted by the State Board of Education for purposes of certification will be required
for initial certification. Until that date, the general professional knowledge (pedagogy) exam will be required only
for professional certification.

3. Undergo a criminal records check by the South Carolina Law Enforcement Division and a national
criminal records check supported by fingerprints conducted by the Federal Bureau of Investigation. If the
applicant does not complete the initial certification process within eighteen months from the original date of
application, the FBI fingerprint process must be repeated. Eligible applicants who have prior arrests and/or
convictions must undergo a review by the State Board of Education and be approved before a certificate may be
issued. Background checks from other states or agencies are not transferable to South Carolina.

B. Professional Certificate

All professional certificates are valid for five years. To qualify for each successive level of professional
certification (bachelor’s degree, bachelor’s degree plus 18 hours, master’s degree, master’s degree plus 30 hours,
and doctorate), an applicant must
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1. meet all criteria for initial area of certification and have earned a bachelor’s degree that meets State
Board of Education regulations for teacher certification and program approval and successfully complete the
induction program, the ancillary requirements (including any additional testing requirements approved by the
State Board of Education), and the formal evaluation approved by the State Board of Education

OR

2. successfully complete the requirements for reciprocity according to Interstate Agreement on
Qualifications of Educational Personnel

OR
3. hold a valid National Board teaching certification.
C. Alternative Route Certificate

An alternative route certificate will be issued to those individuals who qualify under the Program for
Alternative Certification for Educators (PACE) guidelines as adopted by the State Board of Education.
Alternative certificates can be renewed twice on the basis of successful completion of annual program
requirements as approved by the State Board of Education.

The teacher shall be eligible for a professional certificate upon his or her successful completion of all
program requirements within the three-year program period, including additional testing requirements approved
by the State Board of Education and the formal evaluation approved by the State Board of Education.

D. Temporary Certificate

A temporary certificate is valid for a period of one year. Full certification (initial or professional) may be
obtained when the educator submits verification of the required course work, required practicum, and/or required
test scores. Due to the requirements for highly qualified teachers mandated by the No Child Left Behind Act of
2001 (Pub. L. 107-110), all temporary certificates will be phased out by June 30, 2006. Until that date, the
following types of temporary certificates may be issued to individuals in the following circumstances:

1. Temporary Certificate for Out-of-State Certified Teacher

Any individual who holds a valid teaching certificate from another state but does not meet one or
more of South Carolina’s certification requirements is eligible for a temporary certificate for up to one year.
Temporary certificates issued to out-of-state certified teachers are issued only for the academic year in which they
are requested and expire June 30.

2. Transitional Certificate

Any individual who has completed a teacher preparation program but has not submitted a passing
score on the required test(s) will be eligible for a transitional certificate for up to one year. Transitional certificates
are issued only at the request of the employing school district. The employing district must apply for a transitional
certificate no later than thirty days after the date of assignment. Transitional certificates are issued only for the
academic year in which they are requested and expire June 30.

3. Out-of-Field Permit
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(A) Any individual who holds a valid South Carolina temporary, professional, initial, alternative,
graded, or warrant certificate and is assigned teaching duties for any amount of time in an area for which he or she
is not appropriately certified is eligible to receive a permit to teach out-of-field. However, permits are not issued
for school psychologists, speech-language therapists, and special subject educators. Out-of-field permits are
issued only under the following conditions:

(1) The school district must request the out-of-field permit for its employee. The employing
district must apply for a permit no later than thirty days after the date of assignment. Out-of-field permits are
issued only for the academic year in which they are requested and expire June 30.

(2) The individual for whom the permit is requested must hold a valid South Carolina teaching
credential and have 12 semester hours of credit toward full certification in the area of preparation for which the
permit is requested.

(B) Out-of-field permits may be renewed upon presentation of 6 semester hours of credit in the area
for which the permit is issued. Once the teacher meets all the certification requirements, including the required
test score(s), he or she may apply for a certificate in the new area.

4. Temporary Certificate for a School Psychologist

Any individual who is serving the required internship for certification as a School Psychologist I or II
under the supervision of a certified School Psychologist II or IIl or who is serving the required internship for
School Psychologist III under the supervision of a certified School Psychologist III is eligible for a temporary
certificate.

The applicant for the temporary certification must submit official written verification from the college
or university that he or she is currently enrolled and working toward full certification as a school psychologist and
that the internship is being served through a State Board of Education approved training program. The temporary
certificate may be renewed once on the basis of written documentation from the director of the school psychology
program that the applicant is a full-time student in the program during the second year of the renewed certificate.

5. Temporary Certificate for a Speech-Language Therapist

Any individual who holds the Certificate of Clinical Competence in Speech-Language pathology
issued by the American Speech-Hearing Association (ASHA) or who has completed a master’s degree that
includes the academic and clinical requirements for the ASHA Certificate of Clinical Competence and has
achieved the minimum qualifying score on the State Board of Education required examination will be issued a
temporary certificate upon verification of an employment offer by a South Carolina public school district. The
temporary certificate will be effective for one academic year and will be converted to the professional certificate
upon a successful evaluation of the individual’s performance of his or her duties during the initial year of
employment.

An individual who qualifies and who has served satisfactorily for at least two years as a full-time
speech-language therapist in a K—12 setting may be issued the professional certificate initially. An employment
offer is not required for the professional certificate.
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E. Graded Certificate and Warrant

The State Board of Education discontinued the issuance of graded certificates on July 1, 1971, and the
issuance of warrants in November 1976. Due to the requirements of the No Child Left Behind Act of 2001 (Pub.
L. 107-110) for highly qualified teachers, all graded certificates with less than a grade of A and all warrants will
be phased out by June 30, 2006, and will not qualify an individual to teach in South Carolina beyond that date.

1. Graded Certificate. To qualify for the professional certificate, an individual who currently holds a grade
B, C, or D certificate must fulfill one of the following requirements:

a. achieve the minimum required score on the required specialty area examination(s)
OR

b. add an area of certification to the initial graded certificate by meeting all requirements of the State
Board of Education for that additional area, including a minimum qualifying score on the required specialty area
examination(s) and verification of at least three years of teaching experience in the additional area.

2. Warrant. Current warrant certification cannot be advanced beyond the bachelor’s degree level or
beyond four years of experience. Only a bachelor’s degree—level certification may be added to a warrant
certification. To qualify for a professional certificate or to maintain a warrant certification (until June 30, 2006),
the individual must

a. earn the required 6 semester hours or the equivalent every five years, as stipulated in certificate
renewal requirements, and

b. remove all certification shortages (specialty area examination(s) and/or course requirements) by
meeting current certification requirements.

F. Special Subject Certificate

Upon a request by the school district, the State Board of Education may grant approval for the issuance of
a special subject certificate to any individual who qualifies under the guidelines established by the Board for such
a certificate. By July 1, 2006, a special subject certificate holder must submit a passing score on the specialty area
examination(s) in order to maintain the certificate.

II. Levels of Credential Classification

A. Bachelor’s degree: the educator must meet all criteria for an initial area of certification and have earned a
bachelor’s degree that meets State Board of Education regulations for teacher certification and program approval.

B. Bachelor’s degree plus 18 hours: the educator must have 18 hours of graduate credit that he or she earns
within seven years from the time the course work is started. Individuals who do not complete the requirements
during the seven years must request that the college/university revalidate the course credits before the work can be
submitted for credential advancement.

C. Master’s degree: the educator must have earned a master’s degree that meets State Board of Education
regulations for teacher certification and program approval.

D. Master’s degree plus 30 hours:
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In order to advance to the level of master’s degree plus 30 hours, the educator must fulfill either one of
the following requirements:

1. The educator must earn 30 semester hours of graduate credit above the master’s degree with 21 hours
of the graduate credit in one area of concentration. These hours may or may not be in the teacher’s initial area of
certification. The course work must be completed within seven years from the time it was started. Individuals who
do not complete the course work during the seven years must request that the college/university revalidate the
course credits before the work can be submitted for credential advancement.

OR

2. The educator must earn an additional master’s degree or specialist’s degree that meets State Board of
Education regulations for teacher certification and program approval.

E. Doctorate: the teacher must have earned a doctoral degree that meets the State Board of Education
regulations for teacher certification and program approval.

III. Requirements for Credential Advancement

To advance his or her credential from one classification to another, the applicant must submit to the Office of
Teacher Certification the following:

A. A written request to have the certificate advanced on the designated Office of Teacher Certification Action
form-

B. Documentation, including transcripts, that State Board of Education requirements have been met for
certificate advancement.

C. The specified fee, if such a fee is currently being charged.
The effective date of the credential advancement will be based on the following:

A. If the applicant becomes eligible for a revised level of credential between November 1 and April 30, the
credential will become valid either from the date the teacher submits the completed application with all the
necessary documentation or from the date on which the teacher completes the requirements for the credential,
provided that the teacher files his or her application in the Office of Teacher Certification within forty-five
calendar days after the date on which he or she completes the requirements.

B. If the applicant becomes eligible for a revised level of credential after April 30, the credential will become

valid on July 1 of the calendar year in which he or she completes the existing requirements, provided that the
completed application is submitted on or before November 1.

Fiscal Impact Statement: There will be no increased costs to the state or its political subdivisions.
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Document No. 2795
STATE BOARD OF EDUCATION
CHAPTER 43
Statutory Authority: S.C. Code Ann. Sections 59-5-60 (1, 3, and 6) (1990), 59-30-10(F) (1990), and 59-39-100
(Supp. 2001)

R 43-259. Graduation Requirements
Synopsis:

A revised version of the Tests of General Educational Development (GED) was put into service on January 1,
2002, by the American Council on Education's GED Testing Service. With this new version a revised scoring
scale was put into place. Amendments will need to be made to Sections (B)(1)(b)(2), (B)(1)(c)(5), (B)(2)(c)&(d),
and (B)(3)(a)(4)(a)&(b) to reflect the new scoring scale.

Section-by-Section Discussion

Section (B)(1)(b)(2) Currently, all GED examinees under nineteen years-of-age must obtain a letter from the
principal of the last school they attended, indicating the last date of attendance at that school. In order to
standardize the system, a Verification of School Withdrawal form was developed and sent to all high schools and
adult education programs. In order to make it easier for the examinee to have this verification of withdrawal form
completed, either the principal or the school attendance supervisor may sign it.

Section (B)(1)(c)(5) With the implementation of GED 2002, the scoring scale was revised. In the past,
juvenile examinees must score a minimum of 220 on the official GED practice test. The new scoring scale simply
adds a zero to the 220 to make it 2200.

Section (B)(2)(a)(b)(c)&(d) (a)(b)(c) The tense of this passage was changed from present tense to past tense.
(d) This statement was added to reflect the passing score requirements on the new GED examination.

Section (B(4)(a)(b) (a)(b)These statements were amended to reflect the new scoring system from 215 to
2150.

Section (B)(3)(a)(3) Language correction
Section B(3)(a)(5)&(6)

Section B(3)(b)

Section B(4)(d)

Instructions:
Replace Section B in its entirety with the following amended text, in Chapter 43 Regulations.
Text:
43-259. Graduation Requirements
B. The State High School Equivalency Diploma
The State Board of Education recognizes the high school-level General Educational Development (GED)
Test battery and will issue a state high school equivalency diploma to eligible candidates who successfully

complete the tests. The State Board of Education authorizes the administration of the GED Tests by the State
Department of Education under policies established by the State Board of Education and the Commission on
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Educational Credit and Credentials (American Council on Education) and procedures established by the GED
Testing Service, Washington, DC.

1. Eligibility Requirements for Equivalency Diploma Candidates
a. Service Personnel and Veterans
To be eligible for a state high school equivalency diploma, the candidate must be

(D) either a resident of South Carolina or a former resident whose most recent
elementary or secondary school attendance was in South Carolina, and

2) seventeen years of age or older.
b. General Adult Population
To be eligible for a state high school equivalency diploma, the candidate must be

(D either a resident of South Carolina or a former resident whose most recent
elementary or secondary school attendance was in South Carolina, and

2) seventeen years of age or older and not enrolled in high school.

A person seventeen or eighteen years of age and any person over eighteen years
of age who was enrolled in school during the current school year must submit a Verification of School
Withdrawal form completed by either the school principal or attendance supervisor of the last school he or she
attended or from the district superintendent over the school. This form must verify the candidate’s date of birth
and the date of his or her last attendance at the school. In the event that the last school attended was outside South
Carolina, a person seventeen or eighteen years of age may submit a letter from an adult education coordinator or
director verifying his or her date of birth and the date of last attendance in school. Verification by the adult
education coordinator or director in this instance will be based upon inspection of transcript records. Verification
letters are to be forwarded to the Chief Examiner, GED Testing Office, Office of Adult and Community
Education, State Department of Education, Rutledge Building, Columbia, South Carolina 29201.

c. Special-Needs Exception for Sixteen-Year-Old Juvenile Offenders, State Department of
Juvenile Justice
@8 The juvenile must be at least sixteen years of age.
2) The juvenile must be under the jurisdiction of the Family Court based on an

adjudication of delinquent behavior and must be committed to a juvenile correctional institution or committed to
participate in community-based alternative programs under the jurisdiction of the Department of Juvenile Justice.

3) The Family Court must certify that it is in the best interest of the juvenile to be
exempted from the public school compulsory attendance law.

4) The student’s attendance in public school or completion of community-based
alternative program is not feasible upon release from a juvenile correctional institution due either to the necessity
of immediate employment or to his or her immediate enrollment in postsecondary education.

(5) Prior to taking the GED Tests, the juvenile must be tested using the official GED
practice tests and must score a minimum of 2200.
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2. Passing Score Requirements

a. Eligible candidates who were initial examinees before July 1, 1991, were awarded a state
high school equivalency certificate if the candidates attained an average standard score of 45 or above for the five
tests in the GED battery. The South Carolina high school equivalency certificate was not awarded after July 1,
1995.

b. Eligible candidates who were examinees after July 1, 1991, were awarded a state high
school equivalency diploma if they attained a minimum-standard score of 35 on each of the five tests in the GED
battery and an average standard score of 45 or above for the five tests.

c. Eligible candidates who were examinees after January 1, 1997, will be awarded a state
high school equivalency diploma if they attained a minimum-standard score of 40 on each of the five tests in the
GED battery and an average standard score of 45 or above for the five tests.

d. Eligible candidates who are examinees after January 1, 2002, will be awarded a state high
school equivalency diploma if they attain a minimum-standard score of 410 on each of the five tests in the GED
battery and an average standard score of 450 or above for the five tests.

3. Testing and Credential Application Procedures
a. GED Testing in South Carolina

(D) The GED Tests may be scheduled and administered at adult education centers,
technical education centers, and other locations approved by the Director, Office of Adult and Community
Education, State Department of Education.

2) Eligible candidates to be tested in South Carolina must submit an application to
the GED Testing Office, State Department of Education, or its designee, and pay the required fee set by the State
Department of Education for the testing service and credential.

3) Score reports will be provided to initial examinees only after their completion of
all five tests in the GED Test battery.

4) Retesting of examinees who do not pass the GED Tests will be conducted as
follows:

(a) Candidates who attain a total combined score below 2150 on prior
administrations must retake the full battery of five tests.

(b) Candidates who attain a total combined score of 2150 or higher on prior
administrations may be permitted a partial administration of one or more tests.

(©) No more than three testing sessions (either initial or retesting sessions)
may be scheduled for a candidate within any twelve-month period.

(d) Before an application for a second or subsequent retesting session is
approved, either a waiting period of six months from the last retesting must elapse or the application must be
accompanied by a letter of recommendation from an adult education coordinator or director certifying that the
GED candidate has completed a course of instruction since his or her last retesting and has demonstrated
readiness on the GED pretest.
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&) Nonresident individuals who are living temporarily in South Carolina may be
permitted to take the GED Tests in South Carolina if they meet minimum age requirements and are not enrolled in
high school. Nonresident individuals will not be awarded a state high school equivalency diploma unless their
most recent elementary or secondary school of attendance was in South Carolina. Nonresidents must submit an
application for testing services to the GED Testing Office, State Department of Education, and pay the required
fee set by the State Department of Education to cover the full costs of the testing and the score report.

(6) The Department of Education offers the Spanish version of the GED Tests. A
score report will be issued upon the student’s completion of the five subtests. The South Carolina high school
equivalency diploma will not be issued based on the Spanish version of the GED Tests.

b. GED Testing Outside South Carolina

Eligible candidates tested outside South Carolina must submit a diploma application to
the GED Testing Office, State Department of Education and pay the required fee to cover the costs of the
diploma. Applicants must arrange for transcripts (score reports) to be sent directly to the Chief Examiner, GED
Testing Office, State Department of Education. Transcripts will be accepted as official only when reported
directly to the Department of Education by (a) official GED Testing Centers, (b) the Transcript Service of the
Defense Activity for Nontraditional Education Support (DANTES), or (¢) the GED Testing Service, Washington,
DC. Eligible candidates who are tested outside of South Carolina must meet the State’s passing score
requirements in order to receive a state high school equivalency diploma.

Fiscal Impact Statement: None

Resubmitted March 12, 2003

Document No. 2796
STATE BOARD OF EDUCATION
CHAPTER 43
Statutory Authority: S. C. Code Ann. Sections 59-5-60(1990), 59-5-65 (1990 and Supp. 2001), 59-20-40(7)
(1990) and 59-63-20(6) (Supp. 2001)

43-264.1. Half-Day Child Development Programs
Synopsis:

There needs to be a change in the language of 24 S.C. Code Ann. Regulation 43-264.1(V)(A)(1) (Supp. 2001),
Half-Day Child Development Programs. The funding allocation for Half-Day Child Development Programs has
been dependent upon the previous three years’ average for the number of students tested as “not ready” on the
CSAB as the determiner of the amount of funding that districts would receive for Half-Day Child Development
Programs. Cognitive Skills Assessment Battery (CSAB) is an outdated assessment of young children; having been
given since 1979 and is no longer used. The change in the regulation should provide that the determination of
funding would be based on the number of children in kindergarten who are eligible for free and reduced price
lunch. The purpose of half-day child development programs is to provide services for children most at risk of
school failure.

Section-by-Section
Section (V)(A)(1) Deletes language stating that the State Department of Education will annually calculate each

district's allocation based on the number of students scoring "not ready" as determined by most recent first grades
readiness data and total funding available for half-day child development programs.

South Carolina State Register Vol. 27, Issue 6
June 27, 2003



64 FINAL REGULATIONS

Adds language stating that the State Department of Education will annually calculate each district's allocation
based on the number of kindergarten children who are eligible for free and reduced lunch. No district shall receive
less than 90 percent of the amount received in the prior fiscal year.

Section (V)(A)(1) Deleting sentence stating that “No district shall receive less than 90 percent of the amount
received in the prior fiscal year.”

Instructions: Amend R 43-264.1, Half-Day Child Development Programs, by replacing Section (V)(A)(1) with
the following language, in Chapter 43 regulations.

Text:
43-264.1(V)(A)(1) Half-Day Child Development Programs.
V. Funding

Child development funds will be allocated on an annual basis effective July 1 through June 30. Unobligated funds
which become available during the fiscal year will be redistributed to serve additional eligible children.

A. District Allocation and Distribution of Funds
1. District Allocation

The State Department of Education will annually calculate each district allocation based on the
number of kindergarten children who are eligible for free and reduced lunch.

2. Distribution of Funds

School districts will be authorized to expend allocated funds on students meeting the eligibility
criteria and being served in approved programs.

B. Extended Day

Any extension of the child development program beyond 2 1/2 hours using funds from other sources such
as Chapter 1, Social Services Block Grant funds shall be in compliance with regulations and guidelines governing
the half-day program. Before or after school services may be provided by other state or federal programs designed
for three-and-four-year-olds if consistent with federal regulations for eligibility.

C. Subcontracting

School districts may contract with appropriate groups and/or agencies to provide part or all of the
program. In such cases, the school district is charged with the responsibility of maintaining compliance with the
regulations governing this program. An exception to the regulation governing indirect costs may be made when
state or federal regulations require the subcontractor to utilize an indirect cost rate. Subcontracting may be based
on a fixed cost rate.

D. Fees

Eligible children may not be charged fees for the 2 1/2 -hour instructional program outlined in these
regulations.

Fiscal Impact Statement:
There will be no increased costs to the state or its political subdivisions.
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Document No. 2797
STATE BOARD OF EDUCATION
CHAPTER 43

Statutory Authority: S.C. Code Ann. Sections 59-21-540(11)(1990), 59-33-20(c)(1990), and 59-33-30(1990)

43-241. Homebound Instruction

Synopsis:

The amendments will

1. utilize the term “medical homebound instruction” to clarify its purpose to stakeholders;

2. provide clarification to districts of the requirement to make individualized decisions about the
appropriate amount of services for medical homebound students;

3. clarify that if districts fail to provide medical homebound instruction to eligible students, district must
make up the missed instructional periods even if the regular school year has ended;

4. clarify eligibility issues; and

5. delete the current guidelines for homebound instruction.

The Office of Exceptional Children will develop a guidance document for parents and districts.

The Notice of Drafting was published in the State Register on June 28, 2002.

Section-by-Section Discussion

Nk W=

8.
9.
10.
11.
12.
13.

Title

Section I
Section I(B
Section I(E)
Section 11
Section III
Section III(A)

Section III(C)
Section IV

Section [V(A)
Section IV(B)

New text (medical) is added to title of regulation to clarify purpose to stakeholders.
New text (public, medical) is added to clarify eligibility and purpose to stakeholders.
New text (medical, or) is added to clarify purpose to stakeholders.

Text has been deleted to avoid confusion.

Text has been deleted and rewording of statement(s) to clarify purpose to stakeholders.
New text (medical) is added to clarify purpose to stakeholders.

Statement has been deleted to clarify individualized service considerations. New statement
is added to clarify district responsibility.

Text has been deleted to clarify district responsibility.

Rewording of statement to clarify district responsibility.

New text (medical) is added to clarify purpose to stakeholders.

New statement is added to clarify district responsibility.

Section V(A)(B) New text (medical) is added to clarify purpose to stakeholders.

Guidelines

Guidelines have been deleted to remove them from the regulation.

Instructions: Replace R 43-241, Homebound Instruction, in its entirety with the following amended text, in
Chapter 43 regulations. Under Article 19, Instructional Program, change title of Regulation to Medical
Homebound Instruction

Text:

43-241. Homebound Instruction

Medical Homebound Instruction

L

Students who cannot attend public school because of illness, accident, or pregnancy, even with the aid of
transportation, are eligible for medical homebound or hospitalized instruction.
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(A) A physician must certify that the student is unable to attend school but may profit from
instruction given in the home or hospital.

(B) Any student participating in a program of medical homebound instruction or hospitalized
instruction must be approved by the district superintendent or his or her designee on standardized forms provided
by the State Department of Education.

©) A South Carolina school district may count in membership a pupil who is compelled to reside
outside the State to receive medical services provided the teacher is certificated by the Department of Education
in the state where services are rendered.

(D) All approved forms must be maintained by the district for documentation.

IIL. A student is eligible for medical homebound instruction (1) on the day following his or her last day of
school attendance or (2) on the first day of the regular nine-month academic year of the school in which he or she
is enrolled and would otherwise be in attendance. The student remains eligible (1) until the day before he or she
returns to school or (2) until the last day of the regular academic year in the school year he or she would normally
be enrolled, whichever occurs first.

I1I. The State Department of Education shall fund a maximum of five periods per week of medical
homebound instruction pursuant to the Education Finance Act (EFA).

(A) A day of instruction must be based on the student’s individual need but may be no less than fifty
minutes to qualify for state funding.

(B) There is no limit to the amount of instruction that may be provided with funds other than state
funds.

©) If more instruction is needed, the school district must provide the additional funds.

Iv. Should an approved student not be provided the medical homebound instruction that he or she is entitled
to receive, the student is eligible to have the medical homebound instruction made up by the district.

(A) This make up may occur during the student's remaining eligibility for medical homebound
instruction or may occur after the student returns to school provided the make-up periods are not during the
regular school day.

(B) State funding for medical homebound instruction is available until the last day of the regular
school year. If the school district delays the start of services for any reason, the student is still entitled to the
instructional services, and the school district must make up the missed instructional periods even if the regular
school year has ended and services are provided without the benefit of state funding.

V. All teachers providing medical homebound instruction to students domiciled in South Carolina must hold
a valid South Carolina teacher's certificate.

(A) The teacher shall teach the medical homebound student or students in a room especially set aside
for the period of instruction.

(B) Medical homebound teachers are required to keep a weekly record of teaching services provided.

Fiscal Impact Statement:
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There will be no increased costs to the state or its political subdivisions.

Document No. 2748
STATE BOARD OF EDUCATION
CHAPTER 43

Statutory Authority: S. C. Code Ann. Sections 59-5-60 (1990), 59-5-65 (1990 and Supp. 2001), and 59-30-10, et
seq. (1990 and Supp. 2001)

43-262.5. Minimum Standards for the Determination of Readiness

Synopsis:

The CSAB was administered for the last time in fall 2001. Therefore, this regulation needs to be repealed.
Instructions:

Repeal R 43-262.5 (1991) Minimum Standards for the Determination of Readiness, to Chapter 43 regulations.
Text:

Minimum Standards for the Determination of Readiness.

Section 1(a) of Act 631 of 1978, (Basic Skills Assessment Program) states that "the State Board of Education,
through the State Department of Education, shall establish statewide educational objectives in the basic skills,
with minimum standards of student achievement for kindergarten through grade twelve." Additionally, Sections 1
(b) (1) and 1 (b) (2) of Act 631 of 1978 state that "the State Board of Education, through the State Department of
Education, shall establish a state basic skills assessment program that shall include the administration to all public
school students at the beginning of Grade One a readiness test that will be designed to measure a student's
readiness to begin the formal school curriculum."”

Pursuant to these legislative requirements the State Board of Education has previously adopted the
Boehm/Slater: Cognitive Skills Assessment Battery, as revised by the South Carolina Department of Education,
as the readiness test to be administered to public school students at the beginning of Grade One.

Based on extensive analyses of data collected in a field-test of the instrument, the expressed policy of the
State Board of Education is that the minimum standard for determining readiness shall be a score of 88 of a
possible 117 points on the Cognitive Skills Assessment Battery.

Section 1(b)(1) of Act 631 of 1978, requires that school districts shall provide appropriate developmental
activities in the first grade for any beginning first grade student who attains a score of less than 88 on the
Cognitive Skills Assessment Battery. The act further provides that the school district shall advise the parents of
that student to secure a complete physical examination for that child. Such advice by the school district shall
contain information about local governmental health services that are available.

Handicapped students shall be assessed with the Cognitive Skills Assessment Battery unless their Individual
Education Plan (IEP), as required by P.L. 94-142, indicates that such assessment is inappropriate.

The State Superintendent of Education is authorized to take such administrative action as he may deem
necessary and appropriate for the purposes of fulfilling the intent of these policies.

Preliminary Fiscal Impact Statement: There will be no increase costs to the State or its political subdivisions.
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Document No. 2750
STATE BOARD OF EDUCATION
CHAPTER 43
Statutory Authority: S.C. Code Ann. Sections 59-5-60 (1990), 59-5-65 (1990 and Supp. 2001) and 59-65-250
(1990), and 59-65-270 (1990)
43-280. Creating More Effective Partnerships Among the Schools, Parents, Community and Business
Synopsis:

The State Department of Education recommends that the State Board of Education repeal R 43-280, Creating
More Effective Partnerships Among the Schools, Parents, Community and Business.

The Notice of Drafting was published in the State Register on June 28, 2002.
Section-by-Section Discussion

Section A Increasing the Participation of Business and Industry in the Public Schools is required by statute
and is covered in the Pathways to Prosperity.

Section B Strengthening the Involvement of Parents in Their Children's Education, is covered by S.C. Code
Ann. Section 59-28-100, et seq. (Supp. 2001), Parental Involvement in Their Children's
Education Act.

Instructions: Repeal R 43-80, Creating More Effective Partnerships Among the Schools, Parents, Community
and Business, to Chapter 43 regulations

Text:
Creating More Effective Partnerships Among the Schools, Parents, Community and Business.
(Statutory Authority: 1976 Code Sections 59-5-60 and 59-5-65)
A. Increasing the Participation of Business and Industry in the Public Schools
I. State Board of Education Policy

The State Board of Education supports and encourages the participation of business and industry in the
public schools. Local school districts shall adopt policies that will encourage and foster cooperation between
schools and local business and industry. These policies shall include, but not be limited to, recruiting business and
industry personnel to serve on local School Improvement Councils; have business and industry personnel serve as
school volunteers or mentors; and promoting the adopt-a-school program to all local businesses and industries.

The State Department of Education will organize a standing committee of business and education leaders
to initiate a Public Education Foundation for the purpose of funding exemplary and innovative projects which
support improvement in the public schools.

II. Procedures for Implementation

1. Each school district will adopt board policies that will encourage and foster cooperation between
schools and local business and industry which include those items contained in State Board of Education policies.
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2. Each district superintendent will submit written documentation to the State Department of Education
that board policies have been adopted and cite evidence of implementation in the District Improvement Report.

3. The State Department of Education will organize a standing committee of business and education
leaders to initiate a Public Education Foundation for the purpose of funding exemplary and innovative projects
which support improvements in the public schools.

Fiscal Impact Statement: There will be no increased costs to the State or its political subdivision.
Document No. 2799
STATE BOARD OF EDUCATION
CHAPTER 43
Statutory Authority: Code Ann. Sections 59-5-60 (1990), 59-5-65 (1990 and Supp. 2001) and 59-25-110 (1990)

43-55. Renewal of Credentials
Synopsis:

The State Department of Education recommends that the State Board of Education promulgate
amendments to R 43-55, Renewal of Credentials, to clarify the requirements for renewal of professional
certificates relative to the Certificate Renewal Plan, as developed by the Office of Teacher Certification and

approved by the State Board of Education, and add the requirements for the renewal of expired certificates.

Section-by-Section Discussion

1. Section II. Subsections (A) and (B) are deleted and inserted into Section D. in order to align the
requirements.
2 Section IV. (B) (1), (2), (3), (4); Section VI.; Section VII. (A), (B), (C); Section VIIIL. (A), (B), (C);

Section IX. (A), (B), (C); and Section X. (A), (B), (C) are deleted since these renewal credit requirements have
been subsumed by the Certificate Renewal Plan, as developed by the Office of Teacher Certification and
approved by the State Board of Education.

3. Section IV. (A) and (B), certificate renewal requirements are clarified in terms of the employment setting
of the educator.

4. Section V., language is clarified regarding certificate renewal requirements for educators who do not hold
at least a master’s degree.

5. Section VII., certificate renewal requirements formerly contained in Section X. are aligned with the
Certificate Renewal Plan, as developed by the Office of Teacher Certification and approved by the State Board of
Education.

6. Section VIII. reflects requirements formerly found in Section XI.
7. Section IX. reflects requirements formerly found in Section XII.
8. Section X., new language is inserted relative to requirements for renewal of expired certificates.

Instructions: Amend in its entirety R 43-55, Renewal of Credentials, to Chapter 43 regulations. This regulation
replaces 55.2
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Text:

43-55.2 is being repealed
43-55 Renewal of Credentials

L. For the purposes of this regulation an educator is defined as any person who holds a professional
certificate issued by the South Carolina Department of Education.

IIL. An educator’s professional certificate is valid for five years and expires on June 30 of the expiration year.

I1I. The total number of years an individual has held any type of temporary credential issued by the South
Carolina Department of Education will be deducted from the normal five-year period of the professional
certificate at the time of issue.

Iv. To renew a professional certificate, educators must comply with all applicable guidelines relative to
certificate renewal options and criteria, renewal credits, and verification requirements, in accordance with the
current Certificate Renewal Plan, as developed by the Office of Teacher Certification and approved by the State
Board of Education, as follows:

(A) An applicant who is employed in a position that requires educator certification must maintain
verification of having earned a minimum of 120 renewal credits during the certificate’s five-year validity period.
Renewal credits may be earned through professional activities that directly relate to the educator’s professional
growth and development plan, support the goals of the employing educational entity, and promote student
achievement, as required by Regulation 43-205.1, Assisting, Developing, and Evaluating Professional Teaching
(ADEPT), and Regulation 43-165.1, Program for Assisting, Developing, and Evaluating Principal Performance
(ADEPP).

(B) An applicant who is not employed in a position that requires educator certification but who
chooses to maintain a current certificate must submit verification of having earned a minimum of 120 renewal
credits during the certificate’s five-year validity period. Renewal credits may be earned through professional
activities that directly relate to the educator’s current area(s) of certification or to a formal program of study
(master’s, specialist, or doctorate) in a certification area in which the educator is officially enrolled.

V. Educators who do not hold a master’s degree must earn a minimum of sixty renewal credits of the 120
credits required during each five-year validity period by completing at least three semester hours of college credit
at the graduate level. These credits must be earned from a national or regionally accredited college or university
or through a college or university that has graduate programs approved for teacher education by the State Board
of Education.

VL Renewal credits earned in state-identified areas of critical needs may be applied toward certificate
renewal.

VII.  Applicants must comply with current State Department of Education approved Certificate Renewal Plan
guidelines relative to obtaining, verifying, and submitting renewal credits. Applicants also are responsible for
paying any required fee for credential renewal to the Office of Teacher Certification.

VIII. Credit will not be allowed for a renewal activity that is repeated unless the activity has received prior
written approval in writing from the Office of Teacher Certification.

IX. Regulations governing effective dates of renewed certificates will be the same as those for initial and
revised certificates, as specified in State Board of Education Regulation 43-52.
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X. A South Carolina professional teaching credential that has been expired

(A) for less than five (5) years may be extended upon written request from the educator to the Office
of Teacher Certification. This nonrenewable extension is valid for one (1) year, during which time the school
district or educator must submit verification that the educator has fulfilled all current requirements for renewal of
the Professional Certificate. Upon verification that all requirements have been met, the Professional Certificate
will be renewed for the remainder of the validation period (i.e., four additional years).

(B) for more than five (5) years, but less than ten (10) years, may be extended for a maximum of one
(1) year at the written request of the school district that intends to employ the educator. During this one-year
extension, the school district or educator must submit verification that the educator has met all current
requirements for renewal of the Professional Certificate. Upon verification that all requirements have been met,
the Professional Certificate will be renewed for the remainder of the validation period (i.e., four additional years).

©) for more than ten (10) years will require that the educator either reapply for initial certification
under the current requirements or satisfy current interstate reciprocity requirements.

Fiscal Impact Statement: There will be no increased costs to the state or its political subdivisions.

Document No. 2768
BOARD OF EDUCATION
CHAPTER 43
Statutory Authority: S.C. Code Ann. Sections 59-5-60 (1990) and 59-25-110 (1990)

43-51. Requirements for Certification
Synopsis:

The State Department of Education recommends that the State Board of Education promulgate amendments
to R 43-51, Requirements for Certification, to clarify certification requirements and align South Carolina’s
regulation on certification requirements with the new federal No Child Left Behind Act of 2001 (Pub. L. 107—
110).

1. The proposed amendments require all teacher education programs be completed at either a state-approved
program in a regionally accredited institution, or a State Board of Education approved program, or a program
approved by the National Council for Accreditation of Teacher Education (NCATE).

2. The proposed amendments clarify current testing requirements for certification.
3. The proposed amendments clarify circumstances for waiving student teaching.

The Notice of Drafting was published in the State Register on June 28, 2002.

Section-by-Section Discussion

1. SectionI(A) The text is revised to state that acceptable teacher education program completion must be
either at a state-approved program in a regionally accredited institution, or a State Board of
Education approved program, or a program approved by NCATE.

2. Section [(B)  The text is revised to clarify the area and pedagogy test requirements to comply with the new
federal No Child Left Behind Act of 2001.
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3. Section (D)  The text is revised to align with FBI requirements in other regulations and clarifies that FBI
reports must be within eighteen months prior to certification.

4. Section II(A) The text is deleted since these requirements are covered in Section .

5. Section II(B)  The text is revised to reflect the current office name.

6. Section III(A) The text is deleted since requirements are covered in Section I. The new Section III (A) and
(B) clarify out—of-state score requirements in South Carolina to comply with the new federal
No Child Left Behind Act of 2001.

7. Section IV The text is revised to reflect the program name change from Critical Need Certification
Program to the Program of Alternative Certification for Educators.

8. Section V(B) The text is revised to clarify that student teaching can only be waived if the college verifies
program completion with the exception of student teaching, that teaching experience is in the
area of program completion and requested certification application, and it must have been
after the completion of a bachelor’s degree.

9. Section V(C) The text is revised to reflect the name change from Trade and Industrial Certification to
Career and Technology Work—Based certification.

10. Section VI The text is revised to clarify the area and pedagogy test requirements to comply with the new
federal No Child Left Behind Act of 2001.

11. Section VII The text is deleted since the requirements are covered in Section I. The remaining text is
revised to clarify the requirements for verifying certification.

Instructions: Amend R 43-51, Requirements for Certification, to Chapter 43 regulations. This regulation replaces
43-51.1, 43-51.2, 43-51.3, 43-51.4, and 43-51.5. The title of this regulation is being changed from Requirements
for Certification to new title Certification Requirements.

Text:

51.1 is being repealed
51.2 is being repealed
51.3 is being repealed
51.4 is being repealed
51.5 is being repealed

R 43-51. Certification Requirements
I.  Requirements for Certification

The applicant must meet all requirements for certification that are in effect in the current application year
(July 1-June 30). The responsibility for providing accurate and complete documentation of eligibility for
certification is that of the applicant. To qualify for certification in South Carolina, the applicant must fulfill the
following requirements:

A. Earn a bachelor’s or master's degree either from an institution that has a state-approved teacher education
program and is accredited for general collegiate purposes by a regional accreditation association, or from a South
Carolina institution that has programs approved for teacher education by the State Board of Education, or from an
institution that has programs approved for teacher education by the National Council for Accreditation of Teacher
Education (NCATE). Professional education credit must be earned through an institution that has a teacher
education program approved for initial certification.

1. Graduate degrees acceptable for certificate advancement include academic or professional degrees in
the field of education or in an academic area for which a corresponding or relevant teaching area is authorized by
the State Board of Education.
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2. All credit at the graduate level must be earned through the graduate school of an institution that is
accredited for general collegiate purposes by a regional accreditation association and that has a regular graduate
division that meets regional accreditation requirements. Graduate credit can also be earned through a South
Carolina institution that has graduate programs approved for teacher education by the State Board of Education or
through an institution that has graduate programs approved for teacher education by the National Council for
Accreditation of Teacher Education (NCATE).

B. Submit the required teacher area examination score(s) as adopted by the State Board of Education for
purposes of certification. Effective July 1, 2006, the required score on the examination of general professional
knowledge (pedagogy) as adopted by the State Board of Education for purposes of certification will be required
for initial certification. Until that date, the general professional knowledge (pedagogy) examination will be
required only for professional certification.

C. Be at least eighteen years of age.

D. Undergo a criminal records check by the South Carolina Law Enforcement Division and a national
criminal records check supported by fingerprints conducted by the Federal Bureau of Investigation. If the
applicant does not complete the initial certification process within eighteen months from the original date of
application, the FBI fingerprint process must be repeated. Eligible applicants who have prior arrests and/or
convictions must undergo a review by the State Board of Education and be approved before a certificate can be
issued to them. Background checks from other states are not transferable to South Carolina.

II. Acceptable Credits
A. All credits are computed by semester hours; three quarter hours are equivalent to two semester hours.

B. Duplicate credit will not be allowed for courses with the same title unless approved by the Office of
Teacher Certification of the State Department of Education.

II. Out-of-State Applicants

A. To be eligible for a South Carolina teaching certificate, the out-of-state applicant must submit the
teaching area examination score(s) and the score on the examination of general professional knowledge
(pedagogy) that are required for certification in the state in which he or she holds a valid standard out-of-state
certificate. If no tests were required for certification in the state where the individual holds a valid standard
certificate, the applicant for South Carolina certification must submit the required teaching area examination
score(s) as adopted by the State Board of Education for purposes of certification. If the applicant has less than
twenty-seven months of successful teaching experience within the last seven years in the state in which he or she
holds a valid standard certificate, he or she must also submit the required score on the examination of general
professional knowledge (pedagogy) as adopted by the State Board of Education for purposes of certification.

B. Initial or advanced certification will be awarded only in the area(s) of certification held by the out-of-state
applicant that most closely conform(s) to corresponding or relevant South Carolina area(s) of certification.

IV. Program of Alternative Certification for Educators (Alternative Teacher Preparation).

An individual who qualifies under the Program of Alternative Certification for Educators (PACE) guidelines
as adopted by the State Board of Education may be issued an alternative route certificate. Successful completion
of certification requirements as prescribed in the PACE guidelines will qualify the applicant for a professional
certificate.
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V. Student Teachers

A. All individuals pursuing undergraduate or graduate programs leading to initial teacher certification must
complete the student teaching requirement adopted by the State Board of Education.

B. An individual who has met all requirements for certification except student teaching may request that
three years teaching experience be used in lieu of student teaching for certification purposes under the following
conditions:

1. The teaching experience must be at least three full years as the teacher of record and earned in an
accredited public or private school in grades K—12 or at a postsecondary institution. Combinations of partial year
teaching assignments may be used. Experience must be post baccalaureate to be eligible for consideration.

2. The teaching experience must be in the area of preparation and in the area in which the applicant is
applying for certification.

3. The individual must submit a letter or letters of recommendation, attesting to the successful
evaluation of teaching in the certification area, written by the administrative authority of the school or school
district where he or she has taught for the specified period.

4. The individual must submit copies of school or school district evaluations providing evidence of his
or her successful teaching.

5. The individual must submit evidence from the institution of higher education affirming that he or she
has met all requirements for the approved teacher education program with the exception of student teaching.

C. Applicants for certification in work—based career and technology education are not required to complete
student teaching.

VI. Required Examinations.

A. All applicants must submit the required teaching area examination score(s) as adopted by the State Board
of Education for purposes of certification. Effective July 1, 2006, the required score on the examination of general
professional knowledge (pedagogy) as adopted by the State Board of Education for purposes of certification will
be required for initial certification. Until this date, the general professional knowledge (pedagogy) exam will be
required only for professional certification.

B. An initial certificate will be issued to individuals who seek certification in areas for which no teaching
area examination exists and who meet all requirements for certification in effect on the date that the Office of
Teacher Certification receives all required documentation other than a certification test score. Once a test for the
particular area of certification is adopted by the State Board of Education, these individuals will be required to
present a passing score on the test within one year following the Board’s action.

C. Certification in work—based career and technology education requires the successful completion of all
sections of the basic skills examination and the trade competency examination adopted by the State Board of
Education for work—based career and technology education.

VII.  Verification of Eligibility

The Office of Teacher Certification of the State Department of Education may verify the eligibility of an
applicant for certification by ascertaining

(a) that the applicant has verified his or her completion of a state approved teacher preparation program
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OR

(b) that the applicant has a valid corresponding certificate from a state with which South Carolina has
reciprocity through the Interstate Agreement on Qualifications of Educational Personnel

OR

(c) that the applicant has met the requirements for the Program of Alternative Certification for Educators
(PACE) for certification.

Fiscal Impact Statement: There will be no increased costs to the state or its political subdivisions.

Document No. 2779
STATE BOARD OF EDUCATION
CHAPTER 43
Statutory Authority: S.C. Code Ann. Section 59-5-67(B) (1990)

43-201.1. Teacher Grants
Synopsis:

These amendments reflect changes in program operations in accordance with the Education Improvement Act of
1985 (EIA), S.C. Code Ann. Section 59-5-67 (B) (1990). Changes in the program have occurred over time in the
following areas: submission procedures, grant period, fiscal guidelines and policies, fiscal reporting and the
review process.

The Notice of Drafting was published in the State Register on June 28, 2002.
Section by Section Discussion

Section II1.(A)(B)(C) The existing text of items A, B, and C is being revised to reflect changes in grant
submission procedures.

Sectiion IV.(A) The last sentence of the existing text is being eliminated because the program budget
is determined annually by the General Assembly and successive year funding can not
be determined.

Section V.(A)(B)(D) The existing text of items A, B, and D is being revised to reflect current fiscal
guidelines and policies pertaining to grant budgets.

Section V.(E) New text is being added to reflect the emphasis in the grant applications on
innovative instructional approaches.

Section V.(F) New text is being added to include funding of grant applications of up to $6,000 if
collaboration between two or more teachers is demonstrated.

Section VIIIL.(A) The existing text of item A is being revised to reflect changes in final report
submission procedures.

Section IX.(A)(B) The existing text of items A and B is being revised to conform to current program
review procedures and procedures for the disposition of funding recommendations.
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Instructions: R43-201.1 is amended. Replace with the following amended text.
Text:

R 43-201.1 Teacher Grants

I.  Purpose of Grants

Grants funded under the Education Improvement Act of 1984 are intended to support efforts to improve
classroom teaching practices and procedures.

II. Types of Grants

A. Individual teacher grants are intended to support efforts to improve classroom teaching practices and
procedures.

B. Unit grants for groups of teachers are intended to support a coordinated effort to improve classroom
teaching practices and procedures at a certain grade level or in a specific subject area.

III. Submission Procedures

A. Proposals must be received in the Office of Curriculum and Standards by 5:00 p.m. on the deadline date
or be postmarked by the deadline date set by the State Department of Education.

B. An original and five copies of the proposal, with appropriate signatures, must be submitted.

C. Proposals must be sent to the Coordinator of the EIA Teacher Grant Program, State Department of
Education, 1429 Senate Street, Columbia, South Carolina 29201.

IV. Grant Period

A. Period of the grant will be from the day of its approval, but not earlier than July 1, through the following
June 30.

B. Funds may not be obligated or expended after June 30 of each grant year.
C. There are no carryover provisions.

V. Fiscal Guidelines and Policies
A. Payment of 100% of project funds will be advanced upon project approval.
B. Unused funds will be returned to the State Department of Education.

C. All grants will be submitted under the authority and jurisdiction of the district superintendent and
participating school principal.

D. Respective local school districts will act as fiscal agents for approved grants. Funds may be spent only on
items approved in the project budget, unless an approved amendment to the budget is granted.

E. Grants may not be used for developing curriculum guides or overall course outlines required of teachers
as a part of their regular job assignment. Supplementary classroom materials may be developed.
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F. Grants are limited to $2,000 maximum for an individual teacher grant and a maximum of $6,000 for a
unit grant (a collaboration between two or more teachers).
VI. Allowable Costs
A. Equipment

1. Allowable costs include purchasing, renting, or leasing durable items (hardware), needed to
implement the project plan, which are not available in the school.

2. No administrative equipment can be purchased.

3. Equipment is distinguishable from supplies in that it has a useful life of at least a year, costs more
than $75 per unit, and is more feasible to repair than to replace.

4. All orders should be placed as soon as possible after funding.
B. Materials and Supplies

1. Allowable costs include expendable items needed to implement the project which would not normally
be available to the teacher.

2. All materials and supplies should be ordered promptly after funding.
3. Equipment must not be budgeted under materials and supplies.
C. Contractual Services

1. Allowable costs include services rendered by personnel who are not on the local district payroll, as
well as related expenses covered by the contract.

2. A written agreement outlining the services to be provided must be made with each individual or
organization.

3. The agreement form must be attached to the application.
D. Substitutes

1. Substitutes may be employed at approved local rates for teachers who need to be away from their
classrooms for project-related activities.

2. Actual need for substitutes and extent of their use must be stated and documented in the proposal.
E. Salaries

Grant funds will not be used for professional or nonprofessional salaries or stipends.
F. Travel

1. Cost of transporting students to participate in planned activities, such as field trips, is allowable.
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2. Type of transportation used and payment requested should correspond to those generally used to
transport students.

3. Cost of in-state travel is allowable for project personnel on trips related to project operation,
according to district-approved rates.

4. Travel for project personnel will be limited to not more than 15% of the grant and must
be justified in the proposal.

VII.  Final Reporting

A. A final report is due in the Office of School Leadership no later than 30 days after the conclusion of the
project or by June 30 of the project year.

B. The report must include:
1. asummary of the most significant results and findings over the project's duration;
2. asummary of the results and the project evaluation;
3. adiscussion of the activities which had the most significant impact on the target population;
4. adescription of the greatest changes in the classroom or school as a result of the project;
5. afinal report on expenditures.
VIII.  Audits

All expenditures of funds received under this grant must be audited by a certified public accountant as a part
of the district's annual audit.

IX. Review Process

A. The project approval process includes reviews by Office of Curriculum and Standards and an external
committee. . Predetermined criteria will be used to judge all projects.

B. After the results of the review are compiled by the Office of Curriculum and Standards, the staff will

present funding recommendations to the Deputy Superintendent for Curriculum Services and Assessment who
will make final funding decisions based on committee and staff recommendations.

Fiscal Impact Statement:

There will be no increased costs to the State or its political subdivisions.
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Document No. 2763
STATE BOARD OF EDUCATION
CHAPTER 43
Statutory Authority: Code Ann. Section 59-1-447 (1991)

43-100. Test Security
Synopsis:

Assessment Programs, 24 S.C. Code Ann. Regs 43-262 (to be codified at Supp. 2002) became effective on May
24, 2002. The promulgation of amendments to R 43-100, Test Security, reflect the assessment programs in R 43-
262. In addition, the amendments revise security procedures to address current assessment practices.

Instructions:

Amend and replace text in its entirety Regulation 43-100, Test Security, in Chapter 43 regulations.
Text:

43-100. Test Security.

I. Tests administered by or through the State Board of Education shall include but are not limited to:

A. The statewide tests; as defined in the State Board of Education Regulation 43-262 including field tests
and pilot tests;

B. Examinations for admission to teacher education program and teacher certification examinations;

C. Examinations for admission to programs such as the gifted and talented program;
The High School Equivalency Program test (GED).

II. As used in this regulation, “local school board” means the governing board of a public school district as well
as those of special school districts, special schools, and institutions that utilize tests administered by or through
the State Board of Education.

III. Each local school board must develop and adopt a district test security policy. The policy must provide for the
security of the materials during testing and the storage of all secure tests and test materials, before, during, and
after testing. Before and after testing all materials must be stored at a location(s) in the district under lock and key.
This also applies to district owned materials that are the same as those used in any State operated testing or
assessment program. Throughout the time testing materials are under the control of the school district, tests must
be secured under lock and key when not in use for approved test administration activities.

IV. Each District Superintendent must designate annually one individual in each district for each mandated
assessment who will be the sole individual in the district authorized to procure test instruments that are utilized in
testing programs administered by or through the State Board of Education. The name of the designated individual
must be provided to the State Department of Education (SDE) in writing. When the testing program involves
procurement of materials available commercially, the designated individual must be the sole individual in the
district authorized to procure commercial test instruments which are utilized in testing programs administered by
or through the State Board of Education.

V. State owned test materials and district owned materials that are the same as those utilized in any State
mandated testing program must not be used for census testing in the grades included in the State mandated
program(s) except on testing dates specified by the State Department of Education.
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VL. Individuals must adhere to all procedures specified in all operating manuals governing the mandated testing
programs. Manuals are provided by or through the SDE.

VII.  A. The State Board of Education may invalidate test scores that reflect improbable gains and that cannot
be satisfactorily explained through changes in student populations or instruction;

B. In cases where test results are invalidated because of a breach of security or action of the State Board of
Education, any programatic, evaluative, or certification criteria dependent upon the data will be deemed to not
have been met.

VIII.  Any individual(s) who knowingly engage(s) in any activity that results in the invalidation of scores
derived from teacher certification examinations, the examinations for admission to teacher education programs,
and/or the High School Equivalency Program test (GED) forfeits all opportunities to retake the test(s).

IX. Any knowing involvement in the presentation of forged, counterfeit, or altered identification for the purpose
of obtaining admission to a test administration site for any of the tests administered by or through the State Board
of Education will be considered a breach of test security within the meaning of S.C. Code Ann. Section 59-1-445
(1990). Any individual(s) who knowingly cause(s) or allow(s) the presentation of forged, counterfeit, or altered
identification for the purpose of obtaining admission to any test administration site specified in this paragraph
forfeits all opportunities to retake the test(s).

X. Each of the following is considered a breach of professional ethics which may jeopardize the validity of the
inferences made on the basis of test data, and as such are viewed as security violations which could result in
criminal prosecution and/or disciplinary action to an educator’s professional certificate.

Failing to administer tests on the test dates specified by the SDE.

Failing to maintain an appropriate testing environment, free from undue distractions.

Failing to proctor the test to ensure that examinees are engaged in appropriate test taking activities.
Providing examinees with access to test questions or specific test content prior to testing.

Providing examinees with access to answer keys prior to or during testing.

Keeping, copying, reproducing, or using in any manner inconsistent with the instructions provided by or
through the State Department of Education any test, test question or specific test content.

G. Keeping, copying, or reproducing in any manner inconsistent with the instructions provided by or through
the State Department of Education any portion of examinee responses to any item or any section of a secured test.

H. Coaching examinees, altering examinee responses, or interfering with examinee responses in any way
prior to, during, or after testing. This includes hinting to examinees about the correctness of their responses.

I. Failing to follow instructions specified in the test manuals for the distribution, storage, or return of test
materials or failing to account for test materials before, during or after testing.

J. Failing to follow all directions pertaining to the administration of a test as specified in the test manuals for
that test. This section includes failure to clear the memory of calculators used on a test as directed in the test
manual.

K. Allowing, participating in, assisting in, or encouraging any unauthorized access to test materials prior to,
during, or after testing.

L. Disclosing the contents of any portion of secure materials or discussing the contents of secure tests with
examinees, teachers, or other educators before, during, or after testing.

M. Leaving in view of examinees during test administration materials that are content or conceptually related
to the subject areas being assessed.

N. Providing references or tools other than those specifically allowed in test manuals. Providing references
or tools during test administration at times other than those specifically allowed in test manuals.

O. Not providing accommodations (to include customized test forms and modifications) as appropriate for
students with Individual Education Programs or 504 plans. This includes providing more accommodations
(customization, modifications) than appropriate.

P. Excluding examinees or exempting from assessment students who should be assessed.
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Q. Failing to return test materials for all examinees.

R. Engaging in inappropriate test preparation practices that invalidate the test scores. These practices
include activities that result in an increase in test scores without a simultaneous increase in the examinee’s real
achievement or performance in the content area.

S. Revealing test scores or test performance to anyone not involved in the education of the examinee.

T. Altering test scores in electronic records or files.

U. Failing to report a security breach.

XI. The South Carolina Department of Education has the right and responsibility to observe test administration
activities without prior notice in order to monitor adherence to test security. Examinees should be made aware
that monitoring may occur.

XII.  Any suspected violation of security must be reported to the South Carolina Law Enforcement Division.
XIII.  If a security breach occurs in a district rendering test forms or test items unusable, funds equivalent to
replacement costs may be withheld from the district by the State Department Education at the discretion of the
State Board of Education.

XIV. At the discretion of the State Board of Education, an educator may receive a public or private reprimand
or the credential of an educator may be suspended or revoked based on evidence of violation of test security
provisions.

Fiscal Impact Statement:

There will be no increased costs to the state or its political subdivision.
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Document No. 2759
DEPARTMENT OF HEALTH AND ENVIRONMENTAL CONTROL
CHAPTER 30
Statutory Authority: S.C. Code Section 48-39-10 et seq.; 48-39-290

R. 30-15, Activities Allowed Seaward of Baseline
Synopsis:

The proposed changes clarify the Department’s regulations regarding the construction of pools in areas
seaward of the baseline along the State’s beaches. See Discussion below and Statement of Need and
Reasonableness and Rationale herein.

Discussion of Revisions:
SECTION CHANGE

30-15.F(6)(b) Added a sentence clearly stating the existing prohibition of the construction of new pools
seaward of the baseline.

Instructions: Amend R.30-15 pursuant to the individual instruction provided with the text of the amendment
below.

Text of Revisions:

Amend R.30-15.F(6)(b) by inserting a new sentence at the beginning in the introductory paragraph;
subitems (i) through (vi) remain the same, as follows:

(b) Pools: No new pools shall be constructed seaward of the baseline. Pools may be reconstructed, upon
obtaining an OCRM permit, if they are landward of an existing functional erosion control structure or device. The
Department may grant a special permit to reconstruct a pool seaward of a habitable structure where such permit
meets the conditions of R.30-15(F)(1)-(6) and;

(i) There is no other location on the property suitable for construction of a pool;

(i1) The commercial viability of the project is directly related to the presence of the proposed pool;

(ii1) The pool is not constructed upon the active beach and the owner agrees to remove same when it comes
onto the active beach;

(iv) The project is constructed so that there are no erosion control devices built as part of the pool structure
and the design meets approval of the Department;

(v) The pool is no larger than is deemed necessary by the Department;

(vi) The permittee agrees to conditions as the Department deems appropriate to promote the policies of the
Act.

Fiscal Impact Statement:

The Department estimates no additional cost will be incurred by the state or its political subdivisions as a
result of the promulgation, approval, and implementation of this amendment; therefore, no additional state
funding is being requested. Existing staff and resources have been utilized in preparation of this amendment and
will further be utilized in the regulatory administration resulting from the amendments.

Statement of Need and Reasonableness:

The Statement of Need and Reasonableness was determined by staff analysis pursuant to S.C. Code Section
1-23-115(C)(1)-(3) and (9)-(11):
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DESCRIPTION OF REGULATION:
R. 30-15, Activities Allowed Seaward of Baseline

Purpose of Regulation: This amendment adds a sentence clarifying the Department’s existing policy
regarding permitting of pools seaward of the baseline along the State’s beachfront.

Legal Authority: S.C. Code Section 48-39-10 et seq., Coastal Tidelands and Wetlands Act, 1976; 48-39-290.

Plan for Implementation: The proposed amendments will be incorporated into R. 30-15 upon-approval of the
General Assembly, and publication in the State Register. The proposed amendments will be implemented,
administered, and enforced by existing staff and resources.

DETERMINATION OF NEED AND REASONABLENESS OF THE REGULATION BASED ON ALL
FACTORS HEREIN AND EXPECTED BENEFITS: These amendments are necessary to add clarity to existing
regulations and enable Department staff to more effectively administer the regulatory program of the Coastal
Division.

DETERMINATION OF COSTS AND BENEFITS: Promulgation and administration of this amendment is
estimated to have no significant economic impacts to entities regulated or result in cost increases to the general
public. Public benefits, however, may be evident in improved management of coastal resources through increased
clarity of the regulations. See Fiscal Impact Statement.

UNCERTAINTIES OF ESTIMATES: None.

EFFECT ON ENVIRONMENT AND PUBLIC HEALTH: The amendments refine the Department’s ability to
manage public usage of coastal resources and enable the Department to provide a more effective response to those
seeking to utilize the public trust areas of the coastal zone.

DETRIMENTAL EFFECTS ON THE ENVIRONMENT AND PUBLIC HEALTH IF THE REGULATIONS
ARE NOT IMPLEMENTED: Non-implementation of the regulations as proposed will hinder
SCDHEC/OCRM’s statutory directives to manage the state’s coastal environment for its citizens.

Statement of Rationale Pursuant to S.C. Code Section 1-23-120(B):

South Carolina Code Section 48-39-290(A) states that no new construction or reconstruction is allowed
seaward of the baseline except for 8 listed items. Item 7 states that pools may be reconstructed if they are
landward of an existing, functional erosion control device. New pools cannot be constructed seaward of the
baseline because they are not included in the list of exceptions to S.C. Code Section 48-39-290(A). However,
there is no precise statement of that prohibition in the existing regulations. This regulation is affirmative
statement of the Department’s policy, as governed by existing State law, to provide clarity for those impacted by
these regulations.
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Document No. 2840
DEPARTMENT OF HEALTH AND ENVIRONMENTAL CONTROL
CHAPTER 61
Statutory Authority: S.C. Code Section 48-1-10 et seq.

Regulation 61-62, Air Pollution Control Regulations and Standards, and the South Carolina State
Implementation Plan

Synopsis:

Pursuant to S.C. Code Section 48-1-10 et seq., the South Carolina Department of Health and
Environmental Control (Department) has amended Regulation 61-62, Air Pollution Control Regulations and
Standards, and the South Carolina State Implementation Plan (SIP), to make corrections and clarifications and to
incorporate new Federal requirements into the existing regulations.

Among the revisions are amendments to R. 61-62.60, South Carolina Designated Facility Plan and New
Source Performance Standards, and R. 61-62.63, National Emission Standards for Hazardous Air Pollutants, to
incorporate recent Federal amendments promulgated during the period from January 1, 2002, through December
31, 2002. In addition, the Department revised R. 61-62.70, Title V Operating Permit Program, to make
corrections and incorporate recent federal changes to definitions of major sources. Also, the Department amended
R. 62.1 Definitions and General Requirements, to clarify the language concerning alternate methods of source
testing. Finally, the Department made typographical corrections and clarifications to R.61-62 as necessary.

The amendments to Regulation 61-62, Air Pollution Control Regulations and Standards are necessary to
maintain consistency with Federal rules and does not require legislative review.

A Notice of Drafting for these proposed changes was published in the State Register on November 22,
2002. Since this amendment is consistent with Federal law, neither a preliminary fiscal impact statement nor a

preliminary assessment report is required.

Discussion of Revisions

SECTION CITATION: EXPLANATION OF CHANGE:

R R. 61-62.1, Section I H.1(a) — Permit Delete the words “Section 1,”

Requirements

R. 61-62.1, Section IV B. 2. — Source Tests Clarify language specifying authorization of proposing
alternate test methods

R. 61-62.60 Tables in Subparts A, J, SSS, VVV, and AAAA are
amended

R. 61-62.63 Tables in Subparts A, T, AA, BB, GG, LL, SS, TT, UU,

WW, YY, EEE, J1JJ, LLL, MMM, RRR, VVV, and GGGG
are amended

R. 61-62.63 Tables in Subparts J, XX, QQQ, UUU, HHHH, JJJJ, NNNN,
SSSS, TTTT, UUUU, XXXX, and QQQQQ are added in
alpha-numeric order and incorporated by reference

South Carolina State Register Vol. 27, Issue 6
June 27, 2003



FINAL REGULATIONS 85

R. 61-62.70.2 r (2)(xxvii) Amend definition to include stationary sources
regulated as of August 7, 1980

R. 61-62.70.5(a)(1)(ii) Add deleted text to paragraph (ii)
Instructions:

Amend Regulation 61-62, Air Pollution Control Regulations and Standards, pursuant to each individual
instruction provided below with the text of the amendments.

Text of Amendments to Regulation 61-62, Air Pollution Control Regulations and Standards:
R. 61-62.1, Definitions and General Requirements:

Revise Section II. H.1.(a) — Permit Requirements to read:
SECTION II - PERMIT REQUIREMENTS
H. Synthetic Minor Plant Permits

1. General Provisions

(a) Any stationary source that is a major plant or major modification, as defined by S.C.

Regulation 61-62.5, Standard No. 7 may request to use federally enforceable permit conditions to limit the
source’s potential to emit and become a synthetic minor plant.
R. 61-62.1, Definition and General Requirements:

Revise Section IV B.2. — Source Tests to read:

SECTION IV - SOURCE TESTS
B. Submission and Approval of a Site-Specific Test Plan

2. All test methods included in the site-specific test plan must be either EPA Reference Methods
described in 40 CFR Part 51, Appendix M, or 40 CFR Part 60, Appendix A, or 40 CFR Part 61, Appendix B, or
40 CFR Part 63, Appendix A. If an applicable air regulation or permit provides for a choice of test methods, the
selected method must be approved by the Department. If an applicable air regulation or permit does not specify
use of an EPA standard reference method, the alternative test method to be used must be approved by the
Department.

R. 61-62.60, South Carolina Designated Facility Plan and New Source Performance Standards:
Revise Regulation 61-62.60, Subpart A to read:
Subpart A - “General Provisions”
The provisions of Title 40 CFR Part 60, subpart A, as originally published in the Federal Register and as

subsequently amended upon publication in the Federal Register as listed below, are incorporated by reference as
if fully repeated herein.
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40 CFR Part 60 subpart A

Federal Register Citation Volume Date Notice
Original Promulgation Vol. 36 December 23, 1971 [36 FR 24877]
Revision Vol. 38 October 15, 1973 [38 FR 28565]
Revision Vol. 39 March 8, 1974 [39 FR 9314]
Revision Vol. 39 November 12, 1974 [39 FR 39873]
Revision Vol. 40 April 25, 1975 [40 FR 18169]
Revision Vol. 40 October 6, 1975 [40 FR 46254]
Revision Vol. 40 November 17, 1975 [40 FR 53346]
Revision Vol. 40 December 16, 1975 [40 FR 58418]
Revision Vol. 40 December 22, 1975 [40 FR 59205]
Revision Vol. 41 August 20, 1976 [41 FR 35185]
Revision Vol. 42 July 19, 1977 [42 FR 37000]
Revision Vol. 42 July 27,1977 [42 FR 38178]
Revision Vol. 42 November 1, 1977 [42 FR 57126]
Revision Vol. 43 March 3, 1978 [43 FR 8800]
Revision Vol. 43 August 3, 1978 [43 FR 34347]
Revision Vol. 44 June 11, 1979 [44 FR 33612]
Revision Vol. 44 September 25, 1979 [44 FR 55173]
Revision Vol. 45 January 23, 1980 [45 FR 5617]
Revision Vol. 45 April 4, 1980 [45 FR 23379]
Revision Vol. 45 December 24, 1980 [45 FR 85415]
Revision Vol. 47 January 8, 1982 [47 FR 951]
Revision Vol. 47 July 23, 1982 [47 FR 31876]
Revision Vol. 48 March 30, 1983 [48 FR 13326]
Revision Vol. 48 May 25, 1983 [48 FR 23610]
Revision Vol. 48 July 20, 1983 [48 FR 32986]
Revision Vol. 48 October 18, 1983 [48 FR 48335]
Revision Vol. 50 December 27, 1985 [50 FR 53113]
Revision Vol. 51 January 15, 1986 [51 FR 1790]
Revision Vol. 51 January 21, 1986 [51 FR 2701]
Revision Vol. 51 November 25, 1986 [51 FR 42796]
Revision Vol. 52 March 26, 1987 [52 FR 9781, 9782]
Revision Vol. 52 April 8, 1987 [52 FR 11428]
Revision Vol. 52 May 11, 1987 [52 FR 17555]
Revision Vol. 52 June 4, 1987 [52 FR 21007]
Revision Vol. 54 February 14, 1989 [54 FR 6662]
Revision Vol. 54 May 17, 1989 [54 FR 21344]
Revision Vol. 55 December 13, 1990 [55 FR 51382]
Revision Vol. 57 July 21, 1992 [57 FR 32338, 32339]
Revision Vol. 59 March 16, 1994 [59 FR 12427, 12428]
Revision Vol. 59 September 15, 1994 [59 FR 47265]
Revision Vol. 61 March 12, 1996 [61 FR 9919]
Revision Vol. 62 February 24, 1997 [62 FR 8328]
Revision Vol. 62 September 15, 1997 [62 FR 48348]
Revision Vol. 63 May 4, 1998 [63 FR 24444
Revision Vol. 64 February 12, 1999 [64 FR 7463]
Revision Vol. 65 August 10, 2000 [65 FR 48914]
Revision Vol. 65 October 17, 2000 [65 FR 61744]
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40 CFR Part 60 subpart A
Federal Register Citation Volume Date Notice
Revision Vol. 65 December 6, 2000 [65 FR 76350, 76378]
Revision Vol. 65 December 14, 2000 [65 FR 78268]
Revision Vol. 66 February 6, 2001 [66 FR 9034]
Revision Vol. 66 August 27, 2001 [66 FR 44978]

Revise Regulation 61-62.60, Subpart J to read:

Subpart J - “Standards of Performance for Petroleum Refineries”

The provisions of Title 40 CFR Part 60, subpart J as originally published in the Federal Register and as
subsequently amended upon publication in the Federal Register as listed below, are incorporated by reference as

if fully repeated herein.

40 CFR Part 60 subpart J

Federal Register Citation Volume Date Notice
Original Promulgation Vol. 39 March §, 1974 [39 FR 9315]
Revision Vol. 40 October 6, 1975 [40 FR 46259]
Revision Vol. 42 June 24, 1977 [42 FR 32427]
Revision Vol. 42 August 4, 1977 [42 FR 39389]
Revision Vol. 43 March 15, 1978 [43 FR 10868]
Revision Vol. 44 March 12, 1979 [44 FR 13481]
Revision Vol. 44 October 25, 1979 [44 FR 61543]
Revision Vol. 45 December 1, 1980 [45 FR 79453]
Revision Vol. 48 May 25, 1983 [48 FR 23611]
Revision Vol. 50 August 5, 1985 [50 FR 31701]
Revision Vol. 51 November 26, 1986 [51 FR 42842]
Revision Vol. 52 June 1, 1987 [52 FR 20392]
Revision Vol. 53 October 21, 1988 [53 FR 41333]
Revision Vol. 54 August 17, 1989 [54 FR 34026]
Revision Vol. 55 October 2, 1990 [55 FR 40175]
Revision Vol. 56 February 4, 1991 [56 FR 4176]
Revision Vol. 64 February 12, 1999 [64 FR 7465]
Revision Vol. 65 October 17, 2000 [65 FR 61744]

Revise Regulation 61-62.60, Subpart SSS to read:

Subpart SSS - “Standards of Performance for Magnetic Tape Coating Facilities”

The provisions of Title 40 CFR Part 60, subpart SSS as originally published in the Federal Register and
as subsequently amended upon publication in the Federal Register as listed below, are incorporated by reference

as if fully repeated herein.

40 CFR Part 60 subpart SSS

Federal Register Citation Volume Date Notice
Original Promulgation Vol. 53 October 3, 1988 [53 FR 38914]
Revision Vol. 53 October 28, 1988 [53 FR 43799]
Revision Vol. 53 November 29, 1988 [53 FR 47955]
Revision Vol. 53 December 9, 1988 [53 FR 49822]
Revision Vol. 64 February 12, 1999 [64 FR 7467]

South Carolina State Register Vol. 27, Issue 6

June 27, 2003




88 FINAL REGULATIONS

Revise Regulation 61-62.60, Subpart VVV to read:
Subpart VVV - “Standards of Performance for Polymeric Coating of Supporting Substrates Facilities”
The provisions of Title 40 CFR Part 60, subpart VVV as originally published in the Federal Register and

as subsequently amended upon publication in the Federal Register as listed below, are incorporated by reference
as if fully repeated herein.

40 CFR Part 60 subpart VVV
Federal Register Citation Volume Date Notice
Original Promulgation Vol. 54 September 11, 1989 [54 FR 37551]
Revision Vol. 61 March 12, 1996 [61 FR 9905]

Revise Regulation 61-62.60, Subpart AAAA to read:

Subpart AAAA - “New Source Performance Standards for New Small Municipal Waste Combustion

Units”

The provisions of Title 40 CFR Part 60, subpart AAAA as originally published in the Federal Register as

listed below are incorporated by reference as if fully repeated herein.

40 CFR Part 60 subpart AAAA

Federal Register Citation

Volume

Date

Notice

Original Promulgation

Vol. 65

December 6, 2000

[65 FR 76350]

R. 61-62.63, National Emission Standards for Hazardous Air Pollutants (NESHAP) for Source Categories:

Revise Regulation 61-62.63, Subpart A to read:

Subpart A - “General Provisions”

The provisions of Title 40 CFR Part 63, subpart A, as originally published in the Federal Register and as
subsequently amended upon publication in the Federal Register as listed below, are incorporated by reference as

if fully repeated herein.

40 CFR Part 63 subpart A

Federal Register Citation Volume Date Notice
Original Promulgation Vol. 59 March 16, 1994 [59 FR 12430]
Revision Vol. 59 April 22, 1994 [59 FR 19453]
Revision Vol. 59 December 6, 1994 [59 FR 62589]
Revision Vol. 60 January 25, 1995 [60 FR 4963]

Revision Vol. 60 June 27, 1995 [60 FR 33122]
Revision Vol. 60 September 1, 1995 [60 FR 45980]
Revision Vol. 61 May 21, 1996 [61 FR 25399]
Revision Vol. 61 December 17, 1996 [61 FR 66227]
Revision Vol. 62 December 10, 1997 [62 FR 65024]
Revision Vol. 63 May 4, 1998 [63 FR 24444]
Revision Vol. 63 May 13, 1998 [63 FR 26465]
Revision Vol. 63 September 21, 1998 [63 FR 50326]
Revision Vol. 63 October 7, 1998 [63 FR 53996]
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40 CFR Part 63 subpart A
Federal Register Citation Volume Date Notice
Revision Vol. 63 December 1, 1998 [63 FR 66061]
Revision Vol. 64 January 28, 1999 [64 FR 4300]
Revision Vol. 64 February 12, 1999 [64 FR 7468]
Revision Vol. 64 April 12, 1999 [64 FR 17562]
Revision Vol. 64 June 10, 1999 [64 FR 31375]
Revision Vol. 65 October 17, 2000 [65 FR 61744]
Revision Vol. 67 February 14, 2002 [67 FR 6968]
Revision Vol. 67 February 27, 2002 [67 FR 9156]
Revision Vol. 67 April 5, 2002 [67 FR 16582]
Revision Vol. 67 June 10, 2002 [67 FR 39794]
Revision Vol. 67 July 23, 2002 [67 FR 48254]

Add Regulation 61-62.63, Subpart J to read:

Subpart J - “National Emission Standards for Hazardous Air Pollutants for Polyvinyl Chloride and
Copolymers Production”

The provisions of Title 40 CFR Part 63, subpart J, as originally published in the Federal Register as listed
below, are incorporated by reference as if fully repeated herein.

40 CFR Part 63 subpart J
Federal Register Citation Volume Date | Notice
Original Promulgation Vol. 67 July 10, 2002 | [67 FR 45866]

Revise Regulation 61-62.63, Subpart T to read:
Subpart T - “National Emission Standards for Halogenated Solvent Cleaning”
The provisions of Title 40 CFR Part 63, subpart T, as originally published in the Federal Register and as

subsequently amended upon publication in the Federal Register as listed below, are incorporated by reference as
if fully repeated herein.

40 CFR Part 63 subpart T

Federal Register Citation Volume Date Notice
Original Promulgation Vol. 59 December 2, 1994 [59 FR 61805]
Revision Vol. 59 December 30, 1994 [59 FR 67750]
Revision Vol. 60 June 5, 1995 [60 FR 29485]
Revision Vol. 63 May 5, 1998 [63 FR 24751]
Revision Vol. 63 December 11, 1998 [63 FR 68400]
Revision Vol. 64 July 13, 1999 [64 FR 37687]
Revision Vol. 64 October 18, 1999 [64 FR 56173]
Revision Vol. 64 December 3, 1999 [64 FR 67793]
Revision Vol. 65 September 8, 2000 [65 FR 54419]

Revise Regulation 61-62.63, Subpart AA to read:

Subpart AA - “National Emission Standards for Hazardous Air Pollutants From Phosphoric Acid
Manufacturing Plants”
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The provisions of Title 40 CFR Part 63, subpart AA, as originally published in the Federal Register and
as subsequently amended upon publication in the Federal Register as listed below, are incorporated by reference
as if fully repeated herein.

40 CFR Part 63 subpart AA
Federal Register Citation Volume Date Notice
Original Promulgation Vol. 64 June 10, 1999 [64 FR 31376]
Revision Vol. 66 December 17, 2001 [66 FR 65072]
Revision Vol. 67 June 12,2002 [67 FR 40578]
Revision Vol. 67 June 13, 2002 [67 FR 40814]

Revise Regulation 61-62.63, Subpart BB to read:

Subpart BB - “National Emission Standards for Hazardous Air Pollutants From Phosphate Fertilizer
Production Plants”

The provisions of Title 40 CFR Part 63, subpart BB, as originally published in the Federal Register and
as subsequently amended upon publication in the Federal Register as listed below, are incorporated by reference
as if fully repeated herein.

40 CFR Part 63 subpart BB
Federal Register Citation Volume Date Notice
Original Promulgation Vol. 64 June 10, 1999 [64 FR 31382]
Revision Vol. 66 December 17, 2001 [66 FR 65072]
Revision Vol. 67 June 13, 2002 [67 FR 40814]

Revise Regulation 61-62.63, Subpart GG to read:
Subpart GG - “National Emission Standards for Aerospace Manufacturing and Rework Facilities”

The provisions of Title 40 CFR Part 63, subpart GG, as originally published in the Federal Register and
as subsequently amended upon publication in the Federal Register as listed below, are incorporated by reference
as if fully repeated herein.

40 CFR Part 63 subpart GG

Federal Register Citation Volume Date Notice
Original Promulgation Vol. 60 September 1, 1995 [60 FR 45956]
Revision Vol. 61 February 9, 1996 [61 FR 4903]
Revision Vol. 61 December 17, 1996 [61 FR 66227]
Revision Vol. 63 March 27, 1998 [63 FR 15016]
Revision Vol. 63 September 1, 1998 [63 FR 46532]
Revision Vol. 65 October 17, 2000 [65 FR 61744]
Revision Vol. 65 December 8, 2000 [65 FR 76941]

Add Regulation 61-62.63, Subpart LL to read:

Subpart LL - “National Emission Standards for Hazardous Air Pollutants for Primary Aluminum
Reduction Plants”

The provisions of Title 40 CFR Part 63, subpart LL, as originally published in the Federal Register as
listed below, are incorporated by reference as if fully repeated herein.
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40 CFR Part 63 subpart LL

Federal Register Citation Volume Date Notice
Original Promulgation Vol. 62 October 7, 1997 [62 FR 52407]

Revise Regulation 61-62.63, Subpart SS to read:

Subpart SS - “National Emission Standards for Closed Vent Systems, Control Devices, Recovery Devices
and Routing to a Fuel Gas System or a Process”

The provisions of Title 40 CFR Part 63, subpart SS, as originally published in the Federal Register and as
subsequently amended upon publication in the Federal Register as listed below, are incorporated by reference as

if fully repeated herein.

40 CFR Part 63 subpart SS
Federal Register Citation Volume Date Notice
Original Promulgation Vol. 64 June 29, 1999 [64 FR 34866]
Revision Vol. 64 November 22, 1999 [64 FR 63702]
Revision Vol. 67 July 12, 2002 [67 FR 46258]

Revise Regulation 61-62.63, Subpart TT to read:
Subpart TT - “National Emission Standards for Equipment Leaks - Control Level 1”

The provisions of Title 40 CFR Part 63, subpart TT, as originally published in the Federal Register and as
subsequently amended upon publication in the Federal Register as listed below, are incorporated by reference as

if fully repeated herein.

40 CFR Part 63 subpart TT
Federal Register Citation Volume Date Notice
Original Promulgation Vol. 64 June 29, 1999 [64 FR 34886]
Revision Vol. 64 November 22, 1999 [64 FR 63702]
Revision Vol. 67 July 12, 2002 [67 FR 46258]

Revise Regulation 61-62.63, Subpart UU to read:
Subpart UU - “National Emission Standards for Equipment Leaks - Control Level 2 Standards”

The provisions of Title 40 CFR Part 63, subpart UU, as originally published in the Federal Register and
as subsequently amended upon publication in the Federal Register as listed below, are incorporated by reference

as if fully repeated herein.

40 CFR Part 63 subpart UU
Federal Register Citation Volume Date Notice
Original Promulgation Vol. 64 June 29, 1999 [64 FR 34899]
Revision Vol. 64 November 22, 1999 [64 FR 63702]
Revision Vol. 67 July 12,2002 [67 FR 46258)]

Revise Regulation 61-62.63, Subpart WW to read:

Subpart WW - “National Emission Standards for Storage Vessels (Tanks) - Control Level 2”
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The provisions of Title 40 CFR Part 63, subpart WW, as originally published in the Federal Register and
as subsequently amended upon publication in the Federal Register as listed below, are incorporated by reference
as if fully repeated herein.

40 CFR Part 63 subpart WW
Federal Register Citation Volume Date Notice
Original Promulgation Vol. 64 June 29, 1999 [64 FR 34918]
Revision Vol.67 July 12, 2002 [67 FR 46258]

Add Regulation 61-62.63, Subpart XX to read:

Subpart XX - “National Emission Standards for Ethylene Manufacturing Process Units: Heat Exchange
Systems and Waste Operations”

The provisions of Title 40 CFR Part 63, subpart XX, as originally published in the Federal as listed
below, are incorporated by reference as if fully repeated herein.

40 CFR Part 63 subpart XX
Federal Register Citation Volume Date Notice
Original Promulgation Vol. 67 July 12,2002 [67 FR 46258]

Revise Regulation 61-62.63, Subpart YY to read:

Subpart YY - “National Emission Standards for Hazardous Air Pollutants for Source Categories: Generic
Maximum Achievable Control Technology Standards”

The provisions of Title 40 CFR Part 63, subpart YY, as originally published in the Federal Register and
as subsequently amended upon publication in the Federal Register as listed below, are incorporated by reference
as if fully repeated herein.

40 CFR Part 63 subpart YY

Federal Register Citation Volume Date Notice
Original Promulgation Vol. 64 June 29, 1999 [64 FR 34921]
Revision Vol. 64 November 22, 1999 [64 FR 63695]
Revision Vol. 64 December 22, 1999 [64 FR 71852]
Revision Vol. 66 November 2, 2001 [66 FR 55844]
Revision Vol. 67 June 7, 2002 [67 FR 39301]
Revision Vol. 67 July 12,2002 [67 FR 46258, 46289]

Revise Regulation 61-62.63, Subpart EEFE to read:

Subpart EEE - “National Emission Standards for Hazardous Air Pollutants From Hazardous Waste
Combustors”

The provisions of Title 40 CFR Part 63, subpart EEE, as originally published in the Federal Register and
as subsequently amended upon publication in the Federal Register as listed below, are incorporated by reference
as if fully repeated herein.

40 CFR Part 63 subpart EEE
Federal Register Citation Volume Date Notice
Original Promulgation Vol. 63 June 19, 1998 [63 FR 33820]
Revision Vol. 64 September, 30, 1999 [64 FR 53027]
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40 CFR Part 63 subpart EEE

Federal Register Citation Volume Date Notice
Revision Vol. 64 November 19, 1999 [64 FR 63209]
Revision Vol. 65 July 10, 2000 [65 FR 42292]
Revision Vol. 65 November 9, 2000 [65 FR 67268]
Revision Vol. 66 May 14, 2001 [66 FR 24270]
Revision Vol. 66 July 3, 2001 [66 FR 35087]
Revision Vol. 66 October 15, 2001 [66 FR 52361]
Revision Vol. 66 December 6, 2001 [66 FR 63313]
Revision Vol. 67 February 13, 2002 [67 FR 6792]
Revision Vol. 67 February 14, 2002 [67 FR 6968]
Revision Vol. 67 December 19, 2002 [67 FR 77687]

Revise Regulation 61-62.63, Subpart JJJ to read.:

Subpart JJJ - “National Emission Standards for Hazardous Air Pollutant Emissions: Group IV Polymers
and Resins”

The provisions of Title 40 CFR Part 63, subpart J1J, as originally published in the Federal Register and as
subsequently amended upon publication in the Federal Register as listed below, are incorporated by reference as
if fully repeated herein.

40 CFR Part 63 subpart JJJ

Federal Register Citation Volume Date Notice
Original Promulgation Vol. 61 September 12, 1996 [61 FR 48229]
Revision Vol. 61 October 18, 1996 [61 FR 54342]
Revision Vol. 62 January 14, 1997 [62 FR 1838]
Revision Vol. 62 June 6, 1997 [62 FR 30995]
Revision Vol. 62 July 15, 1997 [62 FR 37722]
Revision Vol. 63 February 27, 1998 [63 FR 9944]
Revision Vol. 63 March 31, 1998 [63 FR 15315]
Revision Vol. 64 March 9, 1999 [64 FR 11547]
Revision Vol. 64 June 8, 1999 [64 FR 30409]
Revision Vol. 64 June 30, 1999 [64 FR 35028]
Revision Vol. 65 June 19, 2000 [65 FR 38094]
Revision Vol. 65 August 29, 2000 [65 FR 52588]
Revision Vol. 65 October 26, 2000 [65 FR 64161]
Revision Vol. 66 February 23, 2001 [66 FR 11233]
Revision Vol. 66 February 26, 2001 [66 FR 11543]
Revision Vol. 66 July 16, 2001 [66 FR 36924]
Revision Vol. 66 August 6, 2001 [66 FR 40903]

Revise Regulation 61-62.63, Subpart LLL to read.:

Subpart LLL - “National Emission Standards for the Portland Cement Manufacturing Industry”

The provisions of Title 40 CFR Part 63, subpart LLL, as originally published in the Federal Register and
as subsequently amended upon publication in the Federal Register as listed below, are incorporated by reference
as if fully repeated herein.
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40 CFR Part 63 subpart LLL
Federal Register Citation Volume Date Notice
Original Promulgation Vol. 64 June 14, 1999 [64 FR 31925]
Revision Vol. 64 September 30, 1999 [64 FR 53070]
Revision Vol. 67 April 5, 2002 [67 FR 16614]
Revision Vol. 67 December 6, 2002 [67 FR 72580]

Revise Regulation 61-62.63, Subpart MMM to read:

Subpart MMM - “National Emission Standards for Hazardous Air Pollutants for Pesticide Active
Ingredient Production”

The provisions of Title 40 CFR Part 63, subpart MMM, as originally published in the Federal Register
and as subsequently amended upon publication in the Federal Register as listed below, are incorporated by
reference as if fully repeated herein.

40 CFR Part 63 subpart MMM

Federal Register Citation Volume Date Notice
Original Promulgation Vol. 64 June 23, 1999 [64 FR 33589]
Revision Vol. 66 November 21, 2001 [66 FR 58393]
Revision Vol. 67 March 22, 2002 [67 FR 13508, 13514]
Revision Vol. 67 May 1, 2002 [67 FR 21579]
Revision Vol. 67 June 3, 2002 [67 FR 38200]
Revision Vol. 67 September 20, 2002 [67 FR 59336]

Add Regulation 61-62.63, Subpart QQQ to read:

Subpart QQQ - “National Emission Standards for Hazardous Air Pollutants for Primary Copper
Smelting”

The provisions of Title 40 CFR Part 63, subpart QQQ), as originally published in the Federal Register as
listed below, are incorporated by reference as if fully repeated herein.

40 CFR Part 63 subpart QQQ
Federal Register Citation Volume Date Notice
Original Promulgation Vol. 67 June 12, 2002 [67 FR 40478]

Revise Regulation 61-62.63, Subpart RRR to read:

Subpart RRR - “National Emission Standards for Hazardous Air Pollutant Emissions for Secondary
Aluminum Production”

The provisions of Title 40 CFR Part 63, subpart RRR, as originally published in the Federal Register and
as subsequently amended upon publication in the Federal Register as listed below, are incorporated by reference
as if fully repeated herein.

40 CFR Part 63 subpart RRR
Federal Register Citation Volume Date Notice
Original Promulgation Vol. 65 March 23, 2000 [65 FR 15690]
Revision Vol. 67 June 14, 2002 [67 FR 41118]
Revision Vol. 67 August 13, 2002 [67 FR 52616]
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40 CFR Part 63 subpart RRR
Federal Register Citation Volume Date Notice
Revision Vol. 67 September 24, 2002 [67 FR 59787]
Revision Vol. 67 November 8, 2002 [67 FR 68038]
Revision Vol. 67 December 30, 2002 [67 FR 79808]

Add Regulation 61-62.63, Subpart UUU fo read:

Subpart UUU - “National Emission Standards for Hazardous Air Pollutants for Petroleum Refineries;
Catalytic Cracking Units, Catalytic Reforming Units and Sulfur Recovery Units”

The provisions of Title 40 CFR Part 63, subpart UUU, as originally published in the Federal Register as
listed below, are incorporated by reference as if fully repeated herein.

40 CFR Part 63 subpart UUU
Federal Register Citation Volume Date Notice
Original Promulgation Vol. 67 April 11,2002 [67 FR 17762]

Revise Regulation 61-62.63, Subpart VVV to read:

Subpart VVV - “National Emission Standards for Hazardous Air Pollutants: Publicly Owned Treatment
Works”

The provisions of Title 40 CFR Part 63, subpart VVV, as originally published in the Federal Register and
as subsequently amended upon publication in the Federal Register as listed below, are incorporated by reference
as if fully repeated herein.

40 CFR Part 63 subpart VVV
Federal Register Citation Volume Date Notice
Original Promulgation Vol. 64 October 26, 1999 [64 FR 57572]
Revision Vol. 66 March 23, 2001 [66 FR 16140]
Revision Vol. 67 October 10, 2002 [67 FR 64742]

Revise Regulation 61-62.63, Subpart GGGG to read:

Subpart GGGG - “National Emission Standards For Hazardous Air Pollutants: Solvent Extraction For
Vegetable Oil Production”

The provisions of Title 40 CFR Part 63, subpart GGGG, as originally published in the Federal Register
and as subsequently amended upon publication in the Federal Register as listed below, are incorporated by
reference as if fully repeated herein.

40 CFR Part 63 subpart GGGG
Federal Register Citation Volume Date Notice
Original Promulgation Vol. 66 April 12,2001 [66 FR 19006]
Revision Vol. 67 April 5, 2002 [67 FR 16317]

Add Regulation 61-62.63, Subpart HHHH to read:
Subpart HHHH - “National Emission Standards For Hazardous Air Pollutants for Wet-Formed Fiberglass
Mat Production”
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The provisions of Title 40 CFR Part 63, subpart HHHH, as originally published in the Federal Register as
listed below, are incorporated by reference as if fully repeated herein.

40 CFR Part 63 subpart HHHH
Federal Register Citation Volume Date Notice
Original Promulgation Vol. 67 April 11, 2002 [67 FR 17824]

Add Regulation 61-62.63, Subpart JJJJ to read:

Subpart JJJJ - “National Emission Standards For Hazardous Air Pollutants: Paper and Other Web
Coating”

The provisions of Title 40 CFR Part 63, subpart JJJJ, as originally published in the Federal Register as
listed below, are incorporated by reference as if fully repeated herein.

40 CFR Part 63 subpart JJJJ
Federal Register Citation Volume Date Notice
Original Promulgation Vol. 67 December 4, 2002 [67 FR 72330]

Add Regulation 61-62.63, Subpart NNNN to read:

Subpart NNNN - “National Emission Standards For Hazardous Air Pollutants: Surface Coating of Large
Appliances”

The provisions of Title 40 CFR Part 63, subpart NNNN, as originally published in the Federal Register as
listed below, are incorporated by reference as if fully repeated herein.

40 CFR Part 63 subpart NNNN
Federal Register Citation Volume Date Notice
Original Promulgation Vol. 67 July 23, 2002 [67 FR 48254]

Add Regulation 61-62.63, Subpart SSSS to read:

Subpart SSSS - “National Emission Standards For Hazardous Air Pollutants: Surface Coating of Metal
Coil”

The provisions of Title 40 CFR Part 63, subpart SSSS, as originally published in the Federal Register as
listed below, are incorporated by reference as if fully repeated herein.

40 CFR Part 63 subpart SSSS
Federal Register Citation Volume Date Notice
Original Promulgation Vol. 67 June 10, 2002 [67 FR 39794]

Add Regulation 61-62.63, Subpart TTTT to read:

Subpart TTTT - “National Emission Standards For Hazardous Air Pollutants for Leather Finishing
Operations”

The provisions of Title 40 CFR Part 63, subpart TTTT, as originally published in the Federal Register as
listed below, are incorporated by reference as if fully repeated herein.
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40 CFR Part 63 subpart TTTT
Federal Register Citation Volume Date Notice
Original Promulgation Vol. 67 February 27, 2002 [67 FR 9156]

Add Regulation 61-62.63, Subpart UUUU to read:

Subpart UUUU - “National Emission Standards For Hazardous Air Pollutants for Cellulose Products
Manufacturing”

The provisions of Title 40 CFR Part 63, subpart UUUU, as originally published in the Federal Register as
listed below, are incorporated by reference as if fully repeated herein.

40 CFR Part 63 subpart UUUU
Federal Register Citation Volume Date Notice
Original Promulgation Vol. 67 June 11, 2002 [67 FR 40044]

Add Regulation 61-62.63, Subpart XXXX to read:

Subpart XXXX - “National Emission Standards For Hazardous Air Pollutants for Rubber Tire
Manufacturing”

The provisions of Title 40 CFR Part 63, subpart XXXX, as originally published in the Federal Register as
listed below, are incorporated by reference as if fully repeated herein.

40 CFR Part 63 subpart XXXX
Federal Register Citation Volume Date Notice
Original Promulgation Vol. 67 July 9, 2002 [67 FR 45588]

Revise Regulation 61-62.63, Subpart QQQQQ to read:

Subpart QQQQQ - “National Emission Standards For Hazardous Air Pollutants for Friction Materials
Manufacturing Facilities”

The provisions of Title 40 CFR Part 63, subpart QQQQQ, as originally published in the Federal Register
as listed below, are incorporated by reference as if fully repeated herein.

40 CFR Part 63 subpart QQQQQ
Federal Register Citation Volume Date Notice
Original Promulgation Vol. 67 October 18, 2002 [67 FR 64498]

R. 61-62.70, Title V Operating Permit Program:
Revise Section 70.2 r.(2)(xxvii) to read:

(xxvii) Any other stationary source category, which as of August 7, 1980, is being regulated under section 111 or
112 of the Act;

R. 61-62.70.5 Permit applications

Revise Section 70.5 a.(1)(ii), to read:
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(a) Duty to apply. For each Part 70 source, the owner or operator shall submit a timely and complete permit
application in accordance with this Section.

(1) Timely application.

(1) A timely application for a source applying for a Part 70 permit for the first time is one that is
submitted within 12 months after the source becomes subject to the permit program or on or before such earlier
date as the Department may establish.

(ii) Part 70 sources required to meet the requirements under Section 112(g) of the Act, or to have
a permit under the preconstruction review program approved into the South Carolina Implementation Plan under
Part C or D of Title I of the Act, shall file a complete application to obtain the Part 70 permit or permit revision
within 12 months after commencing operation or on or before such earlier date as the permitting authority may
establish. Where an existing Part 70 permit would prohibit such construction or change in operation, the source
must obtain a permit revision before commencing operation.

Fiscal Impact Statement:

The Department estimates no additional cost will be incurred by the state or its political subdivisions as a
result of the promulgation, approval, and implementation of this amendment; therefore, no additional state
funding is being requested. Existing staff and resources will be utilized in additional regulatory administration
resulting from these amendments to the regulations. See Statement of Need and Reasonableness below.

Statement of Need and Reasonableness:

This statement of need and reasonableness was determined by staff analysis pursuant to S.C. Code
Section 1-23-115(C)(1)-(3) and (9)-(11).

DESCRIPTION OF REGULATION: Amendments to Regulation 61-62, Air Pollution Control Regulations and
Standards.

Purpose of Regulation: These amendments and corrections will maintain conformity with Federal
requirements and ensure compliance with Federal standards.

Legal Authority: The legal authority for Regulation 61-62, Air Pollution Control Regulations and
Standards, is S.C. Code Section 48-1-10 et seq.

Plan for Implementation: The proposed amendments will take effect upon approval and adoption by the
South Carolina Board of Health and Environmental Control and publication in the State Register.

DETERMINATION OF NEED AND REASONABLENESS OF THE PROPOSED REGULATIONS BASED
ON ALL FACTORS HEREIN AND EXPECTED BENEFITS:

The United States Environmental Protection Agency (EPA) promulgates amendments to 40 CFR Parts 60, 63,
and 70 throughout each calendar year. Recent federal amendments include clarification, guidance and technical
amendments regarding New Source Performance Standards (NSPS), National Emission Standards for Hazardous
Air Pollutants (NESHAPs), and State Operating Permits Program. Pursuant to S.C. Code Section 48-1-10 et seq.,
the South Carolina Department of Health and Environmental Control (Department) proposes to amend
Regulations 61-62.60, South Carolina Designated Facility Plan and New Source Performance Standards and 61-
62.63, National Emission Standards for Hazardous Air Pollutant; to incorporate recent Federal amendments
promulgated during the period from January 1, 2002, through December 31, 2002. In addition, the Department is
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proposing to revise R. 61-62.70, Title V Operating Permit Program, to make corrections and incorporate recent
federal changes to definitions of major sources. Also, the Department is amending R. 62.1 Definitions and
General Requirements, to clarify the language concerning alternate methods of source testing. Finally, the
Department proposes to make typographical corrections and clarifications to R.61-62 as necessary.

The proposed amendments to Regulation 61-62, Air Pollution Control Regulations and Standards, are
necessary to maintain consistency with Federal rules and will not require legislative review.

DETERMINATION OF COSTS AND BENEFITS:

There will be no increased cost to the State or its political subdivisions as a result of these amendments.
The standards to be adopted are already effective and applicable to the regulated community as a matter of
Federal law. The proposed amendments will benefit the regulated community by clarifying the regulations and
increasing their ease of use.

UNCERTAINTIES OF ESTIMATES:

EPA has provided the estimated costs and benefits for these standards in the Federal Register notices that
are cited within this document.

EFFECT ON ENVIRONMENT AND PUBLIC HEALTH:

Adoption of the recent changes in Federal law through the proposed amendments to Regulation 61-62, Air
Pollution Control Regulations and Standards, will provide continued protection of the environment and public
health.

DETRIMENTAL EFFECT ON THE ENVIRONMENT AND PUBLIC HEALTH IF THE REGULATIONS ARE
NOT IMPLEMENTED:

While there is no specific detrimental effect on the environment and public health, the State’s authority to
implement Federal requirements, which are believed to be beneficial to the public health and environment, would
be compromised if these amendments are not adopted in South Carolina.

Document No. 2718
DEPARTMENT OF HEALTH AND ENVIRONMENTAL CONTROL
CHAPTER 61
Statutory Authority: 44-7-110 et seq.

R. 61-15. Certification of Need for Health Facilities and Services

Synopsis:

This amendment of R.61-15 will (1) increase the current Certificate of Need monetary review thresholds as
recommended by the SC Health Planning Committee and (2) correct a typographical error contained in one of the

ownership disclosure questions within the Certificate of Need application format. See Discussion below and
Statement of Reasonableness herein.
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Discussion of Revisions:

(1) Increase the current Certificate of Need monetary review thresholds as recommended by the S.C.
Health Planning Committee.

SECTION AND CHANGE:

61-15.102.1.c
The monetary review threshold for a capital expenditure by or on behalf of a health care facility which requires
Certificate of Need approval is increased from $1,000,000 to $2,000,000.

61-15.102.1.¢
The monetary review threshold for the annual operating cost of a new service by a health care facility which
requires Certificate of Need approval if no capital expenditure is made for the service is increased from $400,000
to $1,000,000.

(2) Correct a typographical error contained in one of the ownership disclosure questions within the
Certificate of Need application format.

SECTION AND CHANGE:

61-15.202.2.b (8)(¥)

The item should request the name and mailing address of all persons and/or legal entities claiming Aliabilities= of
the licensee or of the facility or service requested rather than Aan ownership interest.= (The term Aownership
interest= is used in a prior item in the Regulation and is incorrectly repeated in this item.)

Instructions: Amend R.61-15 pursuant to each individual instruction provided with the text below.
Text:

R.61-15.102.1.c and e are revised to read:

Section 102. Applicability

1. A person or health care facility as defined in this Regulation is required to obtain a Certificate of Need
from the Department of Health and Environmental Control before undertaking any of the following:

¢. An expenditure by or on behalf of a health care facility in excess of $2,000,000 which, under
generally acceptable accounting principles consistently applied, is considered a capital expenditure except those
expenditures exempted in Section 104. The cost of any studies, surveys, designs, plans, working drawings,
specifications, and other activities essential to the development, acquisition, improvement, expansion, or
replacement of any plant or equipment must be included in determining if the expenditure exceeds the prescribed
amount;

e. If no capital expenditure is made, the offering of any health service by or on behalf of a health care
facility which has not been offered by the facility in the preceding twelve months and which has an annual
operating cost in excess of $1,000,000 and for which specific standards or criteria are prescribed in the State
Health Plan. For purposes of this section, operating costs include expenditures incurred by the health care
facility and any person or other entity on behalf of the health care facility to establish a new service. A person or
other entity shall not be allowed to incur costs thereby attempting to enable a health care facility to avoid
Certificate of Need review and establish a new service as described above;
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R.61-15.202.2.b(8)(f) is revised to read:
Section 202. Application
2. Application
b. Part B. Additional Information
(8) Provide the following ownership information:

(f) Name and mailing address of all persons and/or legal entities claiming liabilities of the
licensee or of the facility or service for which this Certificate of Need is requested to include a schedule of
percent and type of claim of each.

Preliminary Fiscal Impact:
There will be minimal cost to the state and its political subdivisions. See Statement of Need and Reasonableness
below.

Statement of Need and Reasonableness:

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

DESCRIPTION OF REGULATION: R.61-15, Certification of Need for Health Facilities and Services

Purpose of Regulation Amendment: This amendment will (1) increase the current Certificate of Need monetary
review thresholds as recommended by the S.C. Health Planning Committee and (2) correct a typographical error
contained in one of the ownership disclosure questions within the Certificate of Need application format.

Legal Authority: S.C. Code Section 44-7-110 et seq.

Plan for Implementation: The proposed amendments will make changes to and be incorporated into R.61- 15
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 PROPOSED REGULATION
AMENDMENT BASED ON ALL FACTORS HEREIN AND EXPECTED BENFITS: On June 14, 2001, the
Chairman of the S.C. Health Planning Committee recommended that the S.C. Board of Health and Environmental
Control consider directing its staff to amend R.61-15 so as to increase the current Certificate of Need monetary
review thresholds, which have been utilized since June 23, 1989. The recommendation was based on the fact that
there has been substantial inflation in health care building, equipment, and operational costs during the last
decade.

As a result of an analysis conducted by the Certificate of Need staff at the Department of Health and
Environmental Control regarding historical and projected hospital inflation information, more appropriate
monetary review thresholds are proposed, which will allow flexibility for inflation during future years and are
comparable to Certificate of Need monetary review thresholds of several adjacent states.

In addition, a typographical error contained in the current R.61-15 regarding ownership disclosure information to
be submitted by Certificate of Need applicants is proposed to be corrected.
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DETERMINATION OF COSTS AND BENEFITS: There will be no cost to the state, its political subdivisions,
and to the regulated community with the implementation of the proposed amendment.

UNCERTAINTIES OF ESTIMATES: None

EFFECT ON ENVIRONMENT AND PUBLIC HEALTH: There will be no effect on the environment. The
amendments will promote public health by making some new health care construction and services more readily
accessible without the need for Certificate of Need review and approval.

DETRIMENTAL EFFECT ON THE ENVIRONMENT AND PUBLIC HEALTH IF THE REGULATION
AMENDMENT IS NOT IMPLEMENTED: There will be no adverse effect on the environment if the
amendments are not implemented. However, there will be an adverse effect on health care providers in
completing relatively minor construction programs and establishing new health services with costs below the
proposed monetary thresholds in that a Certificate of Need must be obtained which will require an average of four
(4) months time before the project may be developed.

Statement of Rationale Pursuant to S.C. Code Section 1-23-120(B):

On June 14, 2001, the Chairman of the S.C. Health Planning Committee recommended that the S.C. Board of
Health and Environmental Control consider directing its staff to amend R. 61-15 so as to increase the current
Certificate of Need monetary thresholds, which have been utilized since June 23, 1989. The recommendation was
based on the fact that there has been substantial inflation in health care building, equipment, and operational costs
in the last decade.

An analysis was conducted by the Certificate of Need staff at the Department of Health and Environmental
Control where staff was able to obtain historical and projected inflation information from Rate Controls
Publications, LLC through the South Carolina Hospital Association. Using the expense category of inflation for
the “Plant and Equipment” designation, it was determined that such inflation was 41.2% for the period 1991-
2001. “Total Hospital Inflation” for the same time frame was calculated to 57.2%. Therefore, a $1,000,000
capital expenditure for the “Plant and Equipment” designation in 1991 dollars would be $1,412,135 in the year
2001, and a $400,000 annual operating cost for the “Total Hospital Inflation” designation in 1991 dollars would
be $628,923 in the year 2001.

In addition, a telephone survey was conducted by the Department’s Certificate of Need staff on July 12, 2001,
covering seven (7) other states surrounding South Carolina to determine their current Certificate of Need
expenditure thresholds. The survey indicated that South Carolina has the lowest expenditure threshold compared
to any other Southern state that utilizes monetary thresholds in a similar manner.

As a result of a review and analysis of the information obtained, it was determined that a $2,000,000 capital
expenditure threshold would be most appropriate for South Carolina in that it allows flexibility for inflation
during future years and is comparable to the Certificate of Need capital expenditure thresholds of several adjacent
states. Additionally, it was determined that the annual operating cost threshold of a new health service be
increased to $1,000,000, which will allow flexibility for inflation during future years.
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Document No. 2757
DEPARTMENT OF HEALTH AND ENVIRONMENTAL CONTROL
CHAPTER 61
Statutory Authority: S.C. Code Section 44-53-280(a)

Regulation 61-4. Controlled Substances
Synopsis:

This amendment (1) deletes unnecessary language in definitions; (2) replaces references to “Division” with
“Bureau of Drug Control”; (3) increases registrant fees; (4) clarifies quantity limitations; (5) clarifies language
relating to controlled substances inventory requirements; (6) simplifies procedures for the treatment of patients
with methadone; (7) clarifies language regarding quantity limitations for controlled substances prescriptions; (8)
deletes references to functions no longer performed by the Bureau of Drug Control; (9) permits the faxing of
schedule II narcotic prescriptions for hospice patients, consistent with Federal regulation; and (10) provides for
scheduling of controlled substances, consistent with Federal scheduling.

This amendment was approved by the Board of Health and Environmental Control after public hearing on
November 14, 2002. No public comments were received during the public comment period on these proposed

regulations.

Discussion of Revisions:

SECTION CHANGE

Table of Contents The table of contents will be revised due to changes in the text.
All sections Replaces “may”, “must” and “should” with “shall”.

All sections Replaces “Department of Health and Environmental Control” and

“Department” with “DHEC”.

All sections Replaces “Drug Enforcement Administration” with “DEA”.
All sections Replaces “South Carolina” with “SC”.
All sections Changes references to Section or Regulation 101, e.g., to § 101, to provide

consistent references throughout the Regulation.

All sections Changes references to “he”, to “he or she”.

All sections Changes references to “him”, to “him or her”.

All sections Changes references to “himself”, to “himself or herself”.

All sections Corrects references to S.C. Code sections.

Section 101 Deletes unnecessary language in definitions.

Section 101(c) and (q) Deletes references to terms no longer applicable to the Regulation.
Section 101(k) Deletes and replaces all references to “Division”, throughout the
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Section 103
Section 105

Section 120

Section 143(b)

Section 147

Section 207

Section 303
Section 305

Section 306

Section 307

Section 308

Section 507.5

Section 508(g)

Section 508.1

Section 514.1

Section 517.1

Sections 609(b)(3), 610, and 610.1

Sections 701 through 704.2

Regulation with “Bureau of Drug Control”
Increases registrant fees.
Clarifies federal fee exemption.

Clarifies language with reference to failure of an applicant to provide
requested information.

Clarifies language regarding registrant responsibility to determine
suspicious orders for controlled substances.

Clarifies language regarding registrant failure to files theft reports.

Clarifies quantity limitations for controlled substances dispensed directly
to ultimate users.

Deletes and replaces a colloquial reference.
Clarifies the language relating to the annual inventory date.

Clarifies inventory requirements upon transfer of business and change of
pharmacist-in-charge.

Clarifies the language relating to the annual inventory date.

This section references a function that is no longer performed by DHEC
and is deleted.

The remaining sections in Part 3 will be renumbered 301-322. The Table
of Contents was incorrect prior to these amendments because the last

section in the text is Section 323.

Simplifies the treatment of patients with methadone by eliminating
notification and unnecessary record keeping requirements.

Permits the faxing of schedule II prescriptions for hospice patients,
consistent with Federal regulations.

Clarifies quantity limitations for schedule II controlled substances.

Clarifies quantity limitations for schedules III, IV and V controlled
substances.

Clarifies quantity limitations for schedule V controlled substances.

These sections reference functions that are no longer performed by the
Bureau of Drug Control and are deleted.

These sections are combined into Section 701 and provide for the
scheduling of Schedule I controlled substances for consistency with
Federal scheduling.
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Sections 705 through 705.1 These sections are combined into Section 702 and provide for the

scheduling of schedule II controlled substances for consistency with
Federal scheduling.

Sections 706 through 706.1 These sections are combined into section 703 and provide for the

scheduling of Schedule III controlled substances for consistency with
federal scheduling.

Sections 707 through 707.1 These sections are combined into section 704 and provide for the

scheduling of Schedule IV controlled substances for consistency with
Federal scheduling.

Sections 708 through 708.1 These sections are combined into Section 705 and provide for the

Section 904

scheduling of Schedule V controlled substances for consistency with
Federal scheduling.

The remaining unchanged sections in Part 7 will be renumbered to 706,
707,708, 709 and 710-799

This section references a function that is no longer performed by the
Bureau of Drug Control and is amended to delete such function.

Instructions: Replace R.61-4 in its entirety with this amendment.

Text:

R.61-4. Controlled Substances

Table of Contents:

Part1 §101-114

§ 115-121

§ 122-139

§ 140-147
Part2 §201-206
Part 3 §301-322
Part4 §401-403
Part5 §501-518
Part6 § 601-609
Part7 § 701-799
Part8 § 801-818
Part9 §901-923
PART 1

Definitions, Information, Payment of Fees, Certain Exemptions, Separate Registrations,
Out-of-State Dispensing of Prescriptions

Application for Registration

Action on Applications for Registrations: Revocation or Suspension of Registration
Security Requirements

Labeling and Packaging Requirements for Controlled Substances

Records and Reports of Registrants

Order Forms

Prescriptions

Miscellaneous

Schedules of Controlled Substances

Hearings and Other Administrative Matters

Handling and Administering Controlled Substances in Hospitals

Definitions, Information, Payment of Fees, Certain Exemptions, Separate Registrations, Out-of-State
Dispensing of Prescriptions

101.

Definitions.
As used in this regulation, the following terms shall have the meaning specified:

(a) Act. Article 3 of Chapter 53 of Title 44 of the 1976 SC Code of Laws, including all amendments thereto;
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(b) Administration and the abbreviation DEA. Refer to Drug Enforcement Administration, United States
Department of Justice, the successor agency to the Bureau of Narcotics and Dangerous Drugs as defined in the
Act;

(c) Commercial container. Any bottle, jar, tube, ampoule, or other receptacle in which a substance is held for
distribution or dispensing to an ultimate user, and, in addition, any box or package in which the receptacle is held
for distribution or dispensing to an ultimate user. The term “commercial container” does not include any package
liner, package insert, or other material kept with or within a commercial container, nor any carton, crate, box, or
other package in which commercial containers are stored or are used for shipment of controlled substances;

(d) Commissioner. Unless otherwise specified, the Commissioner of the Department of Health and
Environmental Control;

(e) Commissioner of Narcotics. The Commissioner of Narcotics and Controlled Substances as defined in the
Act; or his or her statutory successor;

(f) Controlled premises:

(1) Places where original or other records or documents required under the Act are required to be kept,
and

(2) Places, including factories, warchouses, or other establishments, and conveyances, where persons
registered under the Act or exempted from registration under the Act may lawfully hold, manufacture, dispense,
distribute, administer, or otherwise dispose of controlled substances;

(g) DHEC. The South Carolina Department of Health and Environmental Control;

(h) Director. The Director of the Bureau of Drug Control, DHEC;

(i) Dispenser. An individual practitioner, institutional practitioner, pharmacy or pharmacist who dispenses a
controlled substance;

(j) Hearing. Any hearing held pursuant to the provisions of the Act or of this regulation, including, but not
limited to, hearings for the granting, denial, revocation, or suspension of a registration pursuant to the Act;

(k) Individual practitioner. A physician, dentist, veterinarian, or other individual licensed, registered, or
otherwise permitted by the United States or the State of South Carolina, or by other jurisdiction, or otherwise
permitted by the United States or the State of South Carolina, or by any other jurisdiction in which he practices to
dispense a controlled substance in the regular course of professional practice, but does not include a pharmacist, a
pharmacy, or any institutional practitioner;

() Inspector or drug inspector. An officer or employee of the Bureau of Drug Control authorized by the
Director to make inspections under the Act, and to conduct audit procedures in relation to controlled substances,
and includes the Director of the Bureau of Drug Control;

(m) Institutional practitioner. A hospital or other person (other than an individual) licensed, registered, or
otherwise permitted by the United States, the State of South Carolina, or other jurisdiction in which it practices, to
dispense a controlled substance in the regular course of professional practice, but does not include a pharmacy;

(n) Interested person. Any person adversely affected or aggrieved by any rule or proposed rule issued or
issuable pursuant to the Act;

(o) Name. The official name, common or usual name, chemical name, or brand name of a substance;

(p) Person. Includes any individual, corporation, government or governmental subdivision or agency,
business trust, partnership, association, or other legal entity;

(q) Pharmacist. Any pharmacist licensed by a State to dispense controlled substances, and shall include any
person (e.g., pharmacy intern) authorized by the State to dispense controlled substances under the supervision of a
pharmacist licensed by the State;

(r) Prescription. An order for medication which is dispensed to or for an ultimate user, but does not include
an order for medication which is dispensed for immediate administration to the ultimate user (e.g., an order to
dispense a drug to a bed patient for immediate administration in a hospital is not a prescription);

(s) Proceeding. All actions taken for the issuance, amendment, or repeal of any rules and regulations issued
pursuant to the Act, commencing with the publication by the Director of the proposed rule, amended rule, or
appeal.

(t) Readily retrievable. Certain records are kept by automatic data processing systems or other electronic or
mechanized record keeping systems in such a manner that they can be separated out from all other records in a
reasonable time and/or records are kept on which certain items are asterisked, red-lined, or in some other manner
visually identifiable apart from other items appearing on the records; when the term is not applicable to data
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processing systems, the term also means that a registrant is able to produce controlled substances records in a
timely manner (usually within one hour) and that such records are segregated, sorted, or filed in such a manner
that the controlled substances information may be derived from the material within a reasonable time (usually
with a few hours) by an inspector.

(u) Register and registration. Refer only to registration required and permitted by the Act;

(v) Registrant. Any person who is registered pursuant to the Act.

(w) Emergency situation. For the purposes of authorizing an oral prescription of a controlled substance listed
in Schedule II of the Act, the term "emergency situation" means those situations in which the prescribing
practitioner determines:

(1) That immediate administration of the controlled substance is necessary, for proper treatment of the
intended ultimate user; and

(2) That no appropriate alternative treatment is available, including administration of a drug which is not
a controlled substance under Schedule II of the Act; and

(3) That it is not reasonably possible for the prescribing practitioner to provide a written prescription to
be presented to the person dispensing the substance, prior to the dispensing.

(x) Any term not defined in this section shall have the definition set forth in the Act, or amendments thereto.

(y) Long Term Care Facility (LTCF). Nursing home, intermediate care, mental care, or other facility or
institution which provides extended health care to resident patients and is licensed as such by DHEC or other
appropriate State agency, which may further define the term for licensing and certification purposes.

(z) Compounder. Any person engaging in maintenance or detoxification treatment who also mixes, prepares,
packages, or changes the dosage forms of a narcotic drug listed in Schedules II, III, IV, or V for use in
maintenance or detoxification treatment by another narcotic treatment program. The term "compounder" as the
content requires, includes any lawfully authorized person who changes the dosage forms, mixes, or prepares any
controlled substance for use by the ultimate user pursuant to the legitimate and lawful order of a practitioner
acting in the regular course of professional practice or by the practitioner personally, if authorized by law to
compound and dispense controlled substances.

(aa) Detoxification treatment. The dispensing for a period not in excess of twenty-one days, of a narcotic or
narcotics drugs in decreasing dosages to an individual in order to alleviate adverse physiological or psychological
effects incidental to withdrawal from the continuous or sustained use of a narcotic drug and as a method of
bringing the individual to a narcotic drug-free state within such period of time. SEE ALSO §§ 507 through 507.5
inclusive.

(ab) Code. The Code of Laws of South Carolina, 1976, including all amendments thereto.

(ac) Home infusion pharmacy. A pharmacy which compounds solutions for direct administration to a patient
in a private residence, Long Term Care Facility or hospice setting by means of parenteral, intravenous, intra-
muscular, subcutaneous or intra-spinal infusion.

102. Information; special instructions.
Information regarding procedures under these rules and special instructions supplementing these rules will be
furnished upon request by writing to the Bureau of Drug Control DHEC, 2600 Bull Street, Columbia, SC 29201.

103. Fee amounts.

(a) For each registration or re-registration to possess and dispense controlled substances as a pharmacy or
health clinic, the registrant shall pay a fee of $125.00.

(b) For each registration or re-registration to possess, dispense and administer controlled substances as a
hospital or other institutional practitioner, the registrant shall pay a fee of $325.00.

(c) For each registration or re-registration to possess, dispense, and administer controlled substances as an
individual practitioner other than a pharmacy or hospital [i.e., physician (medical or osteopathic), dentist,
veterinarian, podiatrist, optometrist, physician assistant or nurse practitioner], the registrant shall pay a fee of
$125.00.

(d) For each registration or re-registration to conduct research or instructional activities with controlled
substances listed in schedule II through V inclusive, the registrant shall pay a fee of $125.00.

(e) For each registration or re-registration to conduct research or instructional activities with controlled
substances listed in Schedule I, the registrant shall pay a fee of $125.00.
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(f) For each registration or re-registration to manufacture controlled substances, the registrant shall pay a fee
of $650.00.

(g) For each registration or re-registration to distribute controlled substances, the registrant shall pay a fee of
$550.00.

(h) For each registration or re-registration to conduct chemical analysis with controlled substances listed in
any schedule, the registrant shall pay a fee of $125.00.

104. Time and method of payment; refund.

Registration and re-registration fees shall be paid at the time when the application for registration is submitted
for filing. Payment shall be made in the form of a personal, certified or cashier's check or money order made
payable to DHEC. Payments made in the form of stamps, foreign currency, or third party endorsed checks will
not be accepted. In the event that the application is not accepted for filing or is denied, the payment shall be
refunded to the applicant.

105. Registrants exempt from fee.

(a) Any federal agency, installation or official authorized by law to procure or purchase controlled substances
for official use shall be exempt from payment of a fee for registration or re-registration.

(b) In order to claim exemption from the payment of fees for registration or re-registration, the registrant
shall have completed the certification on the appropriate application form, wherein the applicant's superior or the
agency head certifies to the status and address of the registrant and to the authority of the registrant to acquire,
possess or handle controlled substances.

(c) Exemption from payment of a registration fee does not relieve the registrant of any other requirements or
duties prescribed by law.

106. Persons required to register.

Every person who manufactures, distributes, prescribes or dispenses any controlled substance or who proposes
to engage in the manufacture, distribution or dispensing of any controlled substance shall obtain annually a
registration unless exempted by law. Only persons actually engaged in such activities are required to obtain a
registration; related or affiliated persons who are not engaged in such activities are not required to be registered.
(For example, a stockholder or parent corporation of a corporation manufacturing controlled substances is not
required to obtain a registration.)

107.  Separate registration for independent activities.

(a) The following groups of activities are deemed to be independent of each other:

(1) Manufacturing controlled substances;

(2) Distributing controlled substances;

(3) Dispensing controlled substances listed in schedules II through V;

(4) Conducting research (other than research described in paragraph (a) (6) of this section) with
controlled substances listed in schedules II through V;

(5) Conducting instructional activities with controlled substances listed in schedule II through V;

(6) Conducting a narcotic treatment program using any drug listed in Schedules II through V: however,
pursuant to §109, employees, agents or affiliated practitioners, in programs, need not register separately. Each
program site located away from the principal location and at which place narcotic drugs are stored or dispensed
shall be separately registered and obtain narcotic drugs by use of order forms pursuant to §§ 401 and 402;

(7) Conducting research and instructional activities with controlled substances listed in schedule I;

(8) Conducting chemical analysis with controlled substances listed in any schedules;

(9) Importing controlled substances;

(10)Exporting controlled substances listed in schedules I through IV; and

(11)A compounder as defined by § 101(z).

(b) Every person who engages in more than one group of independent activities shall obtain a separate
registration for each group of activities, except as provided in this paragraph. Any person, when registered to
engage in the group of activities described in each subparagraph in this paragraph, shall be authorized to engage
in the coincident activities described in that subparagraph without obtaining a registration to engage in such
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coincident activities, provided that, unless specifically exempted, he complies with all requirements and duties
prescribed by law for persons registered to engage in such coincident activities:

(1) A person registered to manufacture or import any controlled substance or basic class of controlled
substance shall be authorized to distribute that substance or class, but no other substance or class which he is not
registered to manufacture or import;

(2) A person registered to manufacture any controlled substance listed in schedules II through V shall be
authorized to conduct chemical analysis and pre-clinical research (including quality control analysis) with
narcotic and non-narcotic controlled substances listed in those schedules in which he is authorized to
manufacture;

(3) A person registered to conduct research with a basic class of controlled substance listed in schedule I
shall be authorized to manufacture or import such class if and to the extent that such manufacture and importation
is set forth in the research protocol filed with the application for registration which shall conform with the
provisions of 21 CFR § 1301.33, and to distribute such class to other persons registered or authorized to conduct
research with such class, or registered or authorized to conduct chemical analysis with controlled substances.

(4) A person registered to conduct chemical analysis with controlled substances shall be authorized to
manufacture and import such substances for analytical or instructional purposes, to distribute such substances to
other persons registered to conduct chemical analysis or instructional activities and to persons exempted from
registration pursuant to § 111, to export such substances to persons in other countries performing chemical
analysis or enforcing laws relating to controlled substances or drugs in those countries, and to conduct
instructional activities with controlled substances;

(5) A person registered or authorized to conduct research (other than research described in paragraph
(a)(6) of this section) with controlled substances listed in those schedules in which he or she is authorized to
conduct research, to manufacture such substances if and to the extent that such manufacture is set forth in a
statement filed with the application for registration, to import such substances for research purposes, to distribute
such substances to other persons registered or authorized to conduct chemical analysis, instructional activities, or
research with such substances and to persons exempted from registration pursuant to Regulation III, and to
conduct instructional activities with controlled substances, and

(6) A person registered to dispense controlled substances listed in Schedules II through V may conduct
research (other than research described in paragraph (a) (6) of this section) in conformity with the provisions of
S.C. Code Ann. § 44-53-300(c) and conduct instructional activities with those substances.

(c) A single registration to engage in any group of independent activities may include one or more substances
listed in the schedules authorized in that group of independent activities. A person registered to conduct research
with controlled substances listed in Schedule I may conduct research with any substance listed in Schedule I for
which he or she has filed and had approved a research protocol.

108. Separate registrations for separate locations.

(a) A separate registration is required for each principal place of business or professional practice at one
general physical location where controlled substances are manufactured, distributed, or dispensed by a person.

(b) The following locations shall be deemed not to be places where controlled substances are manufactured,
distributed, or dispensed:

(1) A warehouse where controlled substances are stored by or on behalf of a registered person, unless
such substances are distributed directly from such warehouse to registrants other than the registered person or to
persons not required to register by the Act.

(2) An office used by agents of a registrant where sales of controlled substances are solicited,
made, or supervised but which neither contains such substances for display purposes or lawful distribution as
samples only nor serves as a distribution point for filling sales orders; and

(3) An office used by a practitioner (who is registered at another location) where controlled
substances are prescribed but neither administered nor otherwise dispensed as a regular part of the professional
practice of the practitioner at such office and where no supplies of controlled substances are maintained.

109. Exemption of agents and employees; affiliated practitioners.
(a) The requirement of registration is waived for any agent or employee of a person who is registered to
engage in any group of independent activities, if such agent or employee is acting in the usual course of his or her
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business or employment. (For example, a pharmacist employed by a pharmacy need not be individually
registered to conduct lawful business activity in preparing and dispensing of controlled substances if the
pharmacy in which he or she is employed is properly registered under the Act; a manufacturer's sales
representative may lawfully distribute samples of controlled substances manufactured by his or her employer,
provided the manufacturer-employer is lawfully registered and the distribution is made to a registrant authorized
to possess controlled substances and not to a non-registrant employee of the recipient of the sample.)

(b) An individual practitioner who is affiliated with one or more other individual practitioners in any
legitimate and lawful form of business arrangement (i.e., partnership, professional association, etc.) shall be
registered individually with DHEC prior to engaging in any form of controlled substances activity, pursuant to the
provisions of S.C. Code Ann. §§ 44-53-290 and 44-53-370(a)(1). With the written Power of Attorney of another
affiliated practitioner within the group, any other affiliate individual practitioner may administer or dispense
(other than by prescribing) controlled substances within the regular course of professional practice if and to the
extent the practitioner granting the power of attorney has authorized. (For example, Dr. X and Dr. Y are partners;
they shall be individually registered in order to utilize controlled substances in their practice; if Dr. X desired, he
or she could issue Dr. Y a power of attorney to utilize Dr. X's office stock of controlled substances to administer
an injection of product CRx to Dr. Y's Patient, Mrs. A. while she is in the office. Dr. Y may not, however, sign
Dr. X's name to prescriptions, nor may Dr. Y use Dr. X's registration number to obtain stocks of controlled
substances for himself or herself or his or her own office stock.) Any power of attorney, once granted, may be
revoked by the grantor in writing. Nothing in this Section shall be construed to relieve the grantor of any power
of attorney of any responsibility for the proper storage, record keeping, handling, or legitimate use of any
controlled substances acquired by the grantor; nor shall anything be construed as relieving the grantee practitioner
from full and complete responsibility for his or her actions conducted pursuant to the power of attorney or for
controlled substances acquired or utilized pursuant to this paragraph.

(c) Pharmacists listed with the SC Board of Pharmacy as the "pharmacist-in-charge" of a pharmacy holding a
permit issued by that Board to operate as a retail pharmacy, shall be considered as a "registrant" within the
meaning of the Act and this Regulation, and shall be primarily responsible for the controlled substances activity at
the registered location of the pharmacy. Nothing in this paragraph shall be construed as relieving an owner,
partner, corporate officer, or any other person who may be a registrant-in-fact (due to his or her position within
the business entity) from any direct or vicarious liability which may be incurred due to unlawful or ultra vires
activity, nor shall it be construed to relieve any employee of the business entity from direct responsibility for his
or her own unlawful acts.

(d) Individual practitioners permitted under the provisions of Federal Regulation 21 CFR § 1301.24 to
dispense, administer, or prescribe controlled substances under the registration of a hospital or other institution
which is registered, in lieu of personal registration, are prohibited from this practice by the provisions of S.C.
Code Ann. §§ 44-53-290 and 44-53-370(a)(1). No prescriptions issued within this State shall be dispensed by any
person registered with DHEC unless the individual practitioner issuing the prescription holds a valid individual
practitioner registration with DEA. Nothing shall prevent the dispensing of such prescriptions if they are co-
signed by an individual practitioner holding a valid individual registration with the DEA and DHEC, providing
that the co-signing practitioner has established a valid practitioner-patient relationship as set forth by §§ 508.2 and
514.2 of this Regulation prior to the dispensing of the controlled substance. Nothing in this paragraph shall
preclude any pharmacy or dispensary operated by the Federal government on any property or enclave not subject
to State jurisdiction from any act permitted under Federal law or regulation, nor shall it preclude the dispensing of
out-of-state prescriptions as permitted by § 114 of this Regulation.

110. Exemption of certain military and other personnel.

(a) The requirement of registration is waived for any official of the U.S. Army, Navy, Marine Corps, Air
Force, Coast Guard, Public Health Service or Bureau of Prisons who is authorized to prescribe, dispense or
administer, but not procure or purchase controlled substances in the course of his or her official duties, provided
such prescribing, dispensing, and administering of controlled substances takes place upon a military reservation or
other Federal enclave. Any practitioner who issues prescriptions for controlled substances which are to be
dispensed from non-governmental pharmacies or dispensaries shall register with DHEC prior to issuing such
prescriptions. Public Health Service practitioners who dispense controlled substances from governmental stocks
shall be exempt from registration, but if such practitioners issue prescriptions to be dispensed from non-
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governmental pharmacies or dispensaries, they shall register with DHEC prior to the issuance of such
prescriptions.

(b) If any official exempted by this section also engages as a private individual in any activity or group of
activities for which registration is required, such official shall obtain a registration for such private activities.

111. Exemption of law enforcement officials.

(a) The requirement of registration is waived for the following persons in the circumstances described in this
section:

(1) Any official or employee of the DEA, U.S. Department of Justice, any officer of the U.S. Bureau of
Customs, any officer or employee of the United States Food and Drug Administration, and any other federal
officer who is lawfully engaged in the law enforcement of any federal law relating to controlled substances, drugs
or customs, and is duly authorized to possess controlled substances in the course of his or her official duties; and

(2) Any officer or employee of any state, or any political subdivision or agency thereof, who is engaged
in the enforcement of any state or local law relating to controlled substances and is duly authorized to possess
controlled substances in the course of his or her official duties.

(b) Any official exempted by this section may when acting in the course of his or her official duties, possess
any controlled substances and distribute any such substance to any other official who is also exempted by this
section and acting in the course of his or her official duties.

(¢) Any official exempted by this section may procure any controlled substance in the course of an
inspection, in accordance with the Act or in the course of any criminal investigation involving the person from
whom the substance was procured.

(d) In order to enable law enforcement agency laboratories to obtain and transfer controlled substances for
use in chemical analysis, such laboratories shall obtain annually a registration to conduct chemical analysis. Such
laboratories shall be exempted from payment of a fee for registration. Laboratory personnel, when acting in the
scope of their official duties, are deemed to be officials exempted by this section and within the activity described.
For purposes of this paragraph, laboratory activities shall not include field or other preliminary chemical tests by
officials exempted by this section.

112.  Exemption of civil defense officials.

(a) The requirement of registration is waived for any official of a civil defense or disaster relief organization

who, in the course of his or her official duties, is authorized to:

(1) Maintain, and distribute for such maintenance, controlled substances held for emergency use; or

(2) Procure controlled substances for the purpose of maintaining supplies for emergency use, provided
that all of such procurement is from the U.S. General Services Administration and in accordance with the rules of
the U.S. Office of Emergency Preparedness.

(b) The requirement of registration is waived for any official of a civil defense or relief organization during a
state of emergency or disaster within his or her jurisdiction proclaimed by the President or by a concurrent
resolution of the Congress, which official, in the course of his or her official duties, during such emergency or
disaster, is authorized to:

(1) Dispense controlled substances; or
(2) Procure or distribute controlled substances, provided that all such procurement is on a special "Civil
Defense Emergency Order Form" as prescribed in the Federal Regulations (21 CFR § 1301.27(c)).

113.  Registration regarding ocean vessels and aircrafts.
Registration of masters of ocean vessels and aircraft or the medical officers thereof shall be deemed sufficient
if they are properly registered with the U.S. Department of Justice, DEA.

114. Dispensing of out-of-state prescriptions and orders.
(a) Prescriptions or orders for controlled substances from out-of-state practitioners may be filled in good faith
by dispensers provided:
(1) The dispenser knows the recipient; or requires proper ID and notes such on the prescription.
(2) The dispenser makes a good faith inquiry concerning whether the order or prescription is legitimate;
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(3) The prescription or order meets all of the requirements of this regulation and the Act, including
whether the order or prescription is for legitimate medical purposes, and is within the regular course of practice of
the practitioner.

(4) The practitioner who issued the prescription would ordinarily be entitled to issue prescriptions under
SC law (i.e., physicians, dentists, veterinarians, and podiatrists are authorized to issue prescriptions; chiropractors,
psychologists, etc. are not authorized to prescribe drugs);

(5) The prescribing practitioner holds a valid individual Federal [D.E.A.] controlled substance
registration number in the state, district, or territory of origin of the prescription, or is exempt from such
registration requirement under the provisions of Federal Regulation 21 CFR § 1301.24.

(b) Out-of-State prescriptions which do not conform to SC law (i.e., prescriptions for amphetamines not
permitted under S.C. Code Ann. § 40-47-65, methadone other than as set forth by §§ 507 through 507.5 of these
regulations, unapproved uses or excessive quantities within the meaning of S.C. Code Ann. § 44-53-360, etc.) and
which are not otherwise exempted shall not be dispensed.

Application for Registration

115. Time for application for registration; expiration date.

(a) Any person who is required to be registered and who is not so registered may apply for registration at any
time. No person required to be registered shall engage in any activity for which registration is required until the
application for registration is granted and a Certificate of Registration is issued by the Director to such person.

(b) Any person who is registered may apply to be reregistered not more than 60 days before the expiration
date of his or her registration.

(c) Fees for registration for a physician shall be from October 2nd of the year until October 1st of the
succeeding year. Fees for registration for any other person required to be registered shall be from April 2nd of the
year until April 1st of the succeeding year. In the event any physician shall become registered subsequent to
October 1st of any year, the entire registration fee shall be due and no pro-rata of fees will be allowed. In the
event any other person required to be registered shall become registered subsequent to April 1st of any year, the
entire registration fee shall be due and no pro-rata of fees will be allowed.

116.  Application forms; content; signature.

(a) Ifthe person is required to be registered, and is not so registered and is applying for registration;

(1) To manufacture or distribute controlled substances, he or she shall apply on DHEC Form 225/227;

(2) To dispense narcotic or non-narcotic, or to conduct instructional activities with narcotic or non-
narcotic controlled substances listed in schedules II through V, he or she shall apply on DHEC form 224;

(3) To conduct research with any controlled substances listed in schedules II through V, he or she shall
apply on Form 225/227,

(4) To conduct research with a controlled substance listed in schedule I, he or she shall apply on Form
225/227, with three copies of a research protocol describing the research project attached to the form,;

(5) To conduct instructional activities with a controlled substance listed in schedule I, he or she shall
apply as a researcher on Form 225/227, with two copies of a statement describing the nature, extent, and duration
of such instructional activities attached to the form; and

(6) To conduct chemical analysis with controlled substances listed in any schedule, he or she shall apply
on Form 225/227.

(b) Application forms may be obtained by writing to the Bureau of Drug Control, DHEC, 2600 Bull Street,
Columbia, SC 29201. Renewal forms will be mailed, as applicable, to each registered person approximately 60
days before the expiration date of his or her registration; if any registered person does not receive such forms
within 45 days before the expiration date of his or her registration, he or she shall promptly give notice of such
fact and request such forms by writing to the Bureau of Drug Control at the foregoing address.

(c) Each application for registration to handle any basic class of controlled substances listed in schedule I
(except to conduct chemical analysis with such classes), and each application for registration to manufacture a
basic class of controlled substance listed in schedule II, or to conduct research with any Narcotic controlled

South Carolina State Register Vol. 27, Issue 6
June 27, 2003



FINAL REGULATIONS 113

substance listed in schedule II, shall include the Controlled Substances Control Number, as set forth in Part 7 of
these Regulations for each basic class or substance to be covered by such registration.

(d) Each application shall include all information called for in the form, unless the item is not applicable, in
which case this fact shall be indicated.

(e) Each application, attachment, or other document files as part of an application, shall be signed by the
applicant, if an individual; by a partner of the applicant, if a partnership; or by an officer of the applicant, if a
corporation, corporate division, association, trust or other entity. Another person may be authorized to sign for the
applicant, if proof of authority (e.g. general power of attorney) accompanies the application.

117.  Research Protocols.

(a) Applicants for “Researcher” registration in Schedule I shall submit a research protocol containing all the
information required for Federal Schedule I research protocol set forth under 21 CFR § 1301.32.

(b) Practitioners registered with DHEC desiring to perform incidental research on or with controlled
substances under the provisions of S.C. Code Ann. § 44-53-300(c) are not required to furnish the formal protocol
(except for narcotic substances as is required under Federal law), but shall instead provide a written summary of
the proposed research, including the scope, the substance to be utilized, the number of research subjects (and their
identity if protection from prosecution is desired), the duration of the research and the estimated usage of the
controlled substance. Insofar as is practical, the dispensing of the controlled substance utilized in a valid research
project shall be performed by the researcher or a particular dispenser or small group of dispensers in order to
maintain adequate control. While not imperative to DHEC, notice of any participating dispensaries or pharmacies
should be made to the Bureau of Drug Control in order that inadvertent and unnecessary investigations of
normally unusual dispensing practices may be avoided.

(c) DHEC may require additional information or updating of protocols from time to time, but not more often
than annually, unless a major change or deviation from previously submitted protocols or summaries is
discovered. It is the responsibility of the person conducting the research project to notify to Department prior to
any change in a protocol.

118.  Filing an application; joint filings.

(a) All applications for registration shall be submitted for filing to the Bureau of Drug Control, DHEC, 2600
Bull Street, Columbia, SC 29201. The appropriate registration fee and any required attachments shall accompany
the application.

(b) Any person required to obtain more than one registration may submit all applications in one package.
Each application shall be complete and should not refer to any accompanying application for required
information.

119.  Acceptance for filing; defective applications.

(a) Applications submitted for filing are dated upon receipt. If complete, the application will be accepted for
filing. Applications failing to comply with the requirements of this part will not generally be accepted for filing.
In the case of minor defects as to completeness, the Director may accept the application for filing with a request to
the applicant for additional information. A defective application will be returned to the applicant within 10 days
following its receipt with a statement of the reason for not accepting the application for filing. A defective
application may be corrected and resubmitted for filing at any time; the Director shall accept for filing any
application upon re-submission by the applicant, whether complete or not.

(b) Accepting an application for filing does not preclude any subsequent request for additional information
pursuant to § 120 and has no bearing on whether the application will be granted.

120. Additional information.

The Director may request an applicant to submit such documents or written statements of fact relevant to the
application as he or she deems necessary to determine whether the application should be granted. The failure of
the applicant to provide such documents or statements within a reasonable time after having been requested to do
so shall be deemed to be a waiver by the applicant of an opportunity to present such documents or facts for
consideration by the Director in granting or denying the application.
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121. Amendments to and withdrawal of applications.

(a) An application may be amended or withdrawn without permission of the Director at any time before the
date on which the applicant receives an order to show cause pursuant to § 129 or before the date on which a notice
of hearing on the application is published pursuant to § 124 whichever is sooner. An application may be amended
or withdrawn with permission of the Director at any time where good cause is shown by the applicant or where
the amendment or withdrawal is in the public interest.

(b) After an application has been accepted for filing, the request by the applicant that it be returned or the
failure of the applicant to respond to official correspondence regarding the application, when sent by registered or
certified mail, return receipt requested, shall be deemed to be a withdrawal of the application.

Action on Applications for Registration; Revocation or Suspension of Registration

122. Administrative review generally.

The Director may inspect, or cause to be inspected the establishment of an applicant or registrant, pursuant to
the Act or this Regulation. The Director shall review the application for registration and other information
gathered by the Bureau of Drug Control regarding an applicant in order to determine whether the applicable
standards of the Act have been met by the applicant.

123.  Applications for research in controlled Schedule I substances.

(a) In the case of an application for registration to conduct research with controlled substances, the Director
shall refer such application to the Commissioner who shall determine the qualifications and competency of the
applicant as well as the merits of the research protocol. The Director, in determining the merits of a research
protocol, shall consider procedures to effectively safeguard against diversion of such controlled substances from
legitimate medical or scientific use. If the Director finds the applicant qualified and competent and the research
protocol meritorious and adequately safeguarded, he shall register the applicant unless he finds registration should
be denied on a ground specified in the Act.

(b) If the Director is unable to find the applicant qualified or finds that grounds exist for the denial of the
application, the Director shall issue an order to show cause pursuant to § 129 and, if requested by the applicant,
hold a hearing on the application pursuant to § 130.

124.  Application for bulk manufacture of Schedules I and II substances.

The Director shall coordinate applications for bulk manufacture of schedules I and II controlled substances
with the DEA of the U.S. Department of Justice. Applications may be received by the Director for such bulk
manufacture, but shall not be acted upon until tentative or conditional approval is made by the appropriate federal
agency, and after such notifications, publications, and other actions required by Chapter II, Title 21, Code of
Federal Regulations [21 CFR §1301, ff.] are effected by the applicant.

124.1. Provisional Registration

(a) The Director, in his or her discretion, may grant provisional registration as a Researcher, Manufacturer,
Distributor, Importer, or Exporter to any applicant, pending such applicant's obtaining a registration under Federal
law. The duration of such provisional registration shall not exceed one year, and may not be renewed. Upon the
granting of Federal registration, the provisional registration may be converted to a permanent registration by
DHEC, which may renew such registration in the same manner as any other regular registration. If the Director
does not find it in the public interest to grant a provisional registration, or to convert a provisional registration into
a regular registration in the manner provided above, procedures set forth in S.C. Code Ann. § 44-53-320 for
denial of registration shall be followed.

(b) Provisional registration does not entitle the applicant (i.e., the provisional registrant) to conduct any
controlled substances activity within this State until such time as the applicant obtains a valid Federal [DEA]
registration for the identical activity at the same registered location.

125.  Certificate of Registration; denial of registration.
(a) The Director shall issue a Certificate of Registration (Form 223) to an applicant if the issuance of
registration or re-registration is required under the applicable provisions of the Act. In the event that the issuance
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of registration or re-registration is not required, the Director shall deny the application. Before denying any
application, the Director shall issue an order to show cause pursuant to § 129 and, if requested by the applicant,
shall hold a hearing on the application pursuant to § 130.

(b) The Certificate of Registration (Form 223) shall contain the name, address, and registration number of the
registrant, the activity authorized by the registration, the schedules and/or Controlled Substances Code Number
(as set forth in Part 7 of this chapter) of the controlled substances which the registrant is authorized to handle, the
amount of fee paid (or exemption), and the expiration date of the registration. The registrant shall maintain the
Certificate of Registration at the registered location in a readily retrievable manner and shall permit inspection of
the certificate by any official, agent or employee of the DEA or of any federal, state, or local agency engaged in
enforcement of laws relating to controlled substances.

126.  Suspension or revocation of registration.

(a) The Director may suspend any registration pursuant to the Act for any period of time he determines.

(b) The Director may revoke any registration pursuant to the Act.

(c) Before revoking or suspending any registration, the Director shall issue an order to show cause pursuant
to § 129 and, if requested by the registrant shall hold a hearing pursuant to § 130. Notwithstanding the
requirements of this section, however, the Commissioner may suspend any registration pending a final order
pursuant to § 127.

(d) Upon service of the order of the Director suspending or revoking registration, the registrant shall
immediately deliver his or her Certificate of Registration and any forms to his or her possession to the office of
the Bureau of Drug Control. The suspension or revocation of a registration shall suspend or revoke any individual
manufacturing or procurement quota fixed for the registrant. Also, upon service of the order of the Director
suspending or revoking registration, the registrant shall:

(1) Deliver all controlled substances in his or her possession to the office of the Bureau of Drug Control
or to authorized agents of the Bureau of Drug Control; or

(2) Place all controlled substances in his or her possession under seal as described in the Act.

(e) In the event that revocation or suspension is limited to a particular controlled substance or substances, the
registrant shall be given a new Certificate of Registration for all substances not affected by such revocation or
suspension; no fee shall be required to be paid for the new Certificate of Registration. The registrant shall deliver
the old Certificate of Registration and, if appropriate, any order forms in his or her possession to the office of the
Bureau of Drug Control. The suspension or revocation of a registration, when limited to a particular basic class or
classes of controlled substances, shall suspend or revoke any individual manufacturing or procurement quota
fixed for the registrant for such class or classes. Also, upon service of the order of the Director revoking or
suspending registration, the registrant shall:

(1) Deliver to the office of the Bureau of Drug Control or to authorized agents of the Bureau of Drug
Control all of the particular controlled substances or substances affected by the revocation or suspension which
are in his or her possession; or

(2) Place all of such substances under seal as described in the Act.

127.  Suspension of registration pending final order.

(a) The Director may suspend any registration simultaneously with or at any time subsequent to the service
upon the registration of an order to show cause why such registration should not be revoked or suspended, in any
case where he or she finds there is an imminent danger to the public health or safety. If the Director so suspends,
he or she shall serve with the order to show cause pursuant to § 129 an order of immediate suspension, which
shall contain a statement of his or her findings regarding the danger in public health or safety.

(b) Upon service of the order of immediate suspension, the registrant shall promptly return his or her
Certificate of Registration and any order forms in his or her possession to the office of the Bureau of Drug
Control. The suspension of any registration under this section shall suspend any quota fixed for the registrant.
Also, upon service of the order of the Director immediately suspending registration, the registrant shall, as
instructed by the Director:
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(1) Deliver all affected controlled substances in his or her possession to the office of the Bureau of Drug
Control or to authorized agents of the Bureau of Drug Control; or
(2) Place all of such substances under seal as described in the Act.

(c) Any suspension shall continue in effect until the conclusion of all proceedings upon the revocation or
suspension, including any judicial review thereof, unless sooner withdrawn by the Director or dissolved by a court
of competent jurisdiction. Any registrant whose registration is suspended under this section may request a
hearing on the revocation or suspension of his or her registration at as time earlier than specified in the order to
show cause pursuant to § 129, which request shall be granted by the Director, who shall fix a date for such
hearing as early as reasonably possible.

128.  Extension of registration pending final order.

In the event that an applicant for re-registration (who is doing business under a registration previously granted
and not revoked or suspended) has applied for re-registration of at least 45 days before the date on which the
existing registration is due to expire, and the Director has issued an order on the application on the date on which
the existing registration is due to expire, the existing registration of the applicant shall automatically be extended
and continue to effect until the date on which the Director so issues his or her order.

The Director may extend any other existing registration under the circumstances contemplated in this section
even though the registrant failed to apply for re-registration; at least 45 days before expiration of the existing
registration, with or without request by the registrant, if the Director finds that such extension is not inconsistent
with the public health and safety.

129.  Order to show cause.

(a) If, upon examination of the application for registration from any applicant and other information gathered
by the Bureau of Drug Control regarding the applicant, the Director is unable to make the determinations required
by the applicable provisions of the Act to register the applicant, the Director shall serve upon the applicant an
order to show cause why the registration should not be denied.

(b) If, upon information gathered by the Bureau of Drug Control regarding any registrant, the Director
determines that the registration of such registrant is subject to suspension or revocation to the Act, the Director
shall serve upon the registrant an order to show cause why the registration should not be revoked or suspended.

(c) The order to show cause shall call upon the applicant or registrant to appear before a hearing officer at a
time and place stated in the order, which shall not be less than 30 days after the date of receipt of the order. The
order to show cause shall also contain a statement of the legal basis for such hearing and for the denial,
revocation, or suspension of registration and a summary of the matters of fact and law asserted.

(d) Upon receipt of an order to show cause, the applicant or registrant shall, if he or she desires a hearing, file
a request for a hearing in writing. If a hearing is requested, the hearing officer shall hold a hearing at the time and
place stated in the order, pursuant to § 131.

(e) When authorized by the Director, any agent of the Bureau of Drug Control may serve the order to show
cause, or service may be effected by registered or certified mail.

130. Hearing generally.

(a) In any case where the hearing officer shall hold a hearing on any registration or application therefore, the
procedures for such hearing shall be governed generally by the adjudication procedures set forth by statute or by
the Attorney General's Office.

(b) Any hearing under this part shall be independent of, and not in lieu of, criminal prosecutions or other
proceedings under the Act of any other law of this State or the United States.

131.  Purpose of hearing.

If requested by a person entitled to a hearing the hearing officer shall hold a hearing for the purpose of
receiving factual evidence regarding the issues involved in the denial, revocation, or suspension of any
registration, and the granting of any application for registration to manufacture in bulk a basic class of controlled
substances listed in schedules I or II. Extensive argument should not be offered into evidence but rather presented
in opening or closing statements of counsel or in memoranda or proposed findings of fact and conclusions of law.
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132.  Waiver and modification of rules.

The Commissioner or the presiding officer (with respect to matters pending before him or her) may modify or
waive any rules in this part by notice in advance of the hearing, if he or she determines that no party in the hearing
will be unduly prejudiced and the ends of justice will thereby be served. Such notice of modification or waiver
shall be made a part of the record of the hearing.

133. Request for hearing or appearance; waiver.

(a) Any person entitled to a hearing pursuant to §§ 123-126 and desiring a hearing shall, within 30 days after
the date of receipt of the order to show cause, file with the Commissioner a written notice for a hearing.

(b) Any person entitled to and desiring to participate in a hearing pursuant to § 124 and desiring to do so
shall, within 10 days of the date of the hearing, file with the Commissioner a written notice of his or her intention
to participate in such hearing.

(c) Any person entitled to a hearing or to participate in a hearing pursuant to §§ 123-126 may, within the
period permitted for filing a request for a hearing or a notice of appearance, file with the Commissioner a waiver
of an opportunity for a hearing or to participate in a hearing, together with a written statement regarding his or her
position on the matters of fact and law involved in such hearing. Such statement, if admissible, shall be made a
part of the record and shall be considered in light of the lack of opportunity for cross-examination in determining
the weight to be attached to matters of fact asserted therein.

(d) If any person entitled to a hearing or to participate in a hearing pursuant to §§ 123-126 fails to file a
request for a hearing or a notice of appearance, or if he so files and fails to appear at the hearing, he shall be
deemed to have waived his or her opportunity for the hearing or to participate in the hearing, unless he show good
cause for such failure.

(e) If all persons entitled to a hearing or to participate in a hearing waive or are deemed to waive their
opportunity for the hearing or to participate in the hearing, the Commissioner may cancel the hearing if scheduled,
and issue his or her final order pursuant to § 136 without a hearing.

134.  Burden of proof.

(a) At any hearing on an application to manufacture any controlled substance listed in schedule I or II, the
applicant shall have the burden of proving that the requirements for such registration pursuant to the Act are
satisfied. Any other person participating in the hearing pursuant to § 124 shall have the burden of proving any
proposition of fact or law asserted to him or her in the hearing.

(b) At any hearing on the granting or denial of an application to be registered to conduct a narcotic treatment
program or as a compounder, the applicant shall have the burden of proving that the requirements for each
registration pursuant to S.C. Code Ann. § 44-53-290(i) are satisfied.

(c) At any other hearing for the denial of a registration, DHEC shall have the burden of proving that the
requirements for such registration pursuant to the Act are not satisfied.

(d) At any hearing for the revocation or suspension of a registration, DHEC shall have the burden of proving
that the requirements of the Act for such suspension or revocation are satisfied.

135. Time and place of hearing.

The hearing will commence at the place and time designated in the order to show cause or notice of hearing
(unless expedited pursuant to § 127) but thereafter it may be moved to a different place and may be continued
from day to day or recessed to a later day without notice other than announcement thereof by the presiding officer
at the hearing.

136.  Final order.
As soon as practicable after the hearing officer has certified the record to the Commissioner, the
Commissioner shall certify his or her order on the granting, denial, revocation, or suspension of registration.

137.  Modification in registration.
Any registrant may apply to modify his or her registration to authorize the handling of additional controlled
substances or to change his or her name or address, by submitting a letter of request to the Bureau of Drug
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Control, DHEC, 2600 Bull Street, Columbia, SC 29201. The letter shall contain the registrant's name, address,
and registration number as printed on the Certificate of Registration, and the substances and/or schedules to be
added to his or her registration or the new name or address and shall be signed in accordance with § 116(e). If the
modification in registration is approved, the Director shall issue a new Certificate of Registration (Form 223) to
the registrant, who shall maintain it with the old Certificate of Registration until expiration.

138. Termination of registration.

The registration of any person shall terminate if and when such person dies, ceases legal existence, or
discontinues business or professional practice. Any registrant who ceases legal existence or discontinues business
or professional practice shall notify the Director promptly of such fact.

138.1 Termination of registration; Partnerships and Corporations; other business entities.

(a) Upon the transfer of ownership of a controlling interest in any partnership, corporation, holding company,
association, or other business entity holding a registration under the Act, which is not a personal registration as an
individual or a proprietorship registration involving a single individual registrant, the registration held prior to any
transfer of any controlling interest or controlling ownership shall terminate upon the effective date of the transfer,
and a new registration shall be obtained if the business entity is to continue controlled substances activity. DHEC
may, in its discretion, permit a transferor-registrant to permit the transferee to continue operation pursuant to a
written power of attorney for a period of not more than sixty days, during the pendency of obtaining a new
registration for the transferee.

(b) If the control of a corporation already registered under the Act shall be acquired by another corporation
not registered under the Act, the acquiring corporation need not obtain a separate registration for itself, unless
merger takes place; the corporation acquired shall, however, obtain a new registration even if there is no change in
corporate officers if it intends to continue controlled substances activity. In the event a merger is effected between
the acquiring corporation and the acquired corporation (regardless of the surviving or ensuing name) the acquiring
corporation shall obtain a new registration in its own name, or in the name of the successor or ensuing corporation
(if different) prior to engaging in controlled substances activity. Successor corporations shall be deemed to be new
business entities, and shall obtain new registration prior to conducting controlled substances activity.

139.  Transfer of registration.
No registration or authority conferred thereby shall be assigned or otherwise transferred except upon
conditions as the Director may specifically designate and then only pursuant to his or her written consent.
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Security Requirements

140.  Security requirements generally.

(a) All applicants and registrants shall provide effective controls and procedures to guard against theft and
diversion of controlled substances. In order to determine whether a registrant has provided effective controls
against diversion, the Director shall use the security requirements set forth in §§ 141-145 as standards for the
physical security controls and operating procedures necessary to diversion. Materials and construction which will
provide a structural equivalent to the physical security controls set forth in §§ 141, 142, and 144 may be used in
lieu of the materials and construction described in those sections.

(b) Substantial compliance with the standards set forth in §§ 141-145 may be deemed sufficient by the
Director after evaluation of the overall security system and needs of the applicant or registrant. In evaluating the
overall security system of a registrant or applicant, the Director may consider any of the following factors as he
may deem relevant to the need for strict compliance with security requirements:

(1) The type of activity conducted (e.g., processing of bulk chemicals, preparing dosage forms,
packaging, labeling, cooperative buying, etc.);

(2) The type and form of controlled substances handled (e.g., bulk liquids or dosage units, usable
powders or non-usable powders);

(3) The quantity of controlled substances handled;

(4) The location of the premises and the relationship such location bears on security needs;

(5) The type of building construction comprising the facility and the general characteristics of the
building or buildings;

(6) The type of vault, safe, and secure enclosures or other storage systems (e.g., automatic storage and
retrieval system) used;

(7) The type of closures on vaults, safes, and secure enclosures;

(8) The adequacy of key control systems and/or combination lock control system;

(9) The adequacy of electric detection and alarm systems if any, including use of supervised transmittal
lines and standby power sources;

(10) The extent of unsupervised public access to the facility, including the presence and characteristics of
perimeter fencing, if any,

(11)The adequacy of supervision over employees having access to manufacturing and storage area;

(12)The procedures for handling business guests, visitors, maintenance personnel, and non-employees
service personnel;

(13)The availability of local police protection or of the registrant's or applicant's security personnel; and

(14)The adequacy of the registrant's or applicant's system for monitoring the receipt, manufacture,
distribution, and disposition of controlled substances in its operations.

(¢) When physical security controls become inadequate as a result of a controlled substance being transferred
to a different scientific schedule, or as a result of a non-controlled substance being listed on any schedule, or as a
result of a significant increase in the quantity of controlled substances in the possession of the registrant during
normal business operations, the physical security controls shall be expanded and extended accordingly. A
registrant may adjust physical security controls within the requirements set forth in §§ 141-145 when the need for
such controls decreases as a result of a controlled substance being transferred to a different schedule, or a result of
a controlled substance being removed from control, or as a result of a significant decrease in the quantity of
controlled substances in the possession of the registrant during normal business operations.

(d) Any registrant or applicant desiring to determine whether a proposed security system substantially
complies with, or is the structural equivalent of, the requirements set forth in §§ 141-145 may submit any plans,
blueprints, sketches or other materials regarding the proposed security system either to the Director or to the
Compliance Investigations Division, DEA, Department of Justice, Washington, DC 20537.

(e) Physical security controls of locations registered under the Harrison Act or the Narcotics Manufacturing
Act of 1960 on April 30, 1971, shall be deemed to comply substantially with the standards set forth in §§ 141,
142, and 144. Any new facilities or work or storage areas constructed or utilized for controlled substances, which
facilities or work or storage areas have not been previously approved by the Bureau of Drug Control, shall not
necessarily be deemed to comply substantially with the standards set forth in §§ 141, 142, and 144
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notwithstanding that such facilities or work or storage areas have physical security controls similar to those
previously approved.

141.  Physical security controls for non-practitioners; storage areas.

(a) Schedules I and II. Raw materials, bulk materials awaiting further processing, and finished products
which are controlled substances listed in schedules I and II shall be stored in one of the following secure storage
areas:

(1) Where small quantities permit, a safe or steel cabinet:

(i) Which safe or steel cabinet shall have the following specifications or the equivalent: 30 man-
minutes against surreptitious entry, 10 man-minutes against forced entry, 20 man-minutes against lock
manipulation, and 20 man-minutes against radiological techniques.

(i1)) Which safe or steel cabinet, if it weighs less than 750 pounds, is bolted or cemented to the floor
or wall in such a way that it cannot be readily removed; and

(iii)) Which safe or steel cabinet, if necessary, depending upon the quantities and type of controlled
substances stored, is equipped with an alarm system which, upon attempted unauthorized entry, shall transmit a
signal directly to a central protection company or a local or state police agency which has a legal duty to respond,
or a 24-hour control station operated by the registrant, or such other protection as the Director may approve.

(2) A vault constructed before, or under construction on, September 1, 1971, which is of substantial
construction with a steel door, combination or key lock, and an alarm system and

(3) A vault constructed after September 1, 1971:

(i) The walls, floors, and ceilings of which vaults are constructed of at least 8 inches of reinforced
concrete or other substantial masonry, reinforced vertically and horizontally with 7 inch steel rods tied 6 inches
on center, or the structural equivalent to such reinforced walls, floors and ceilings;

(ii)) The door and frame of which vault shall conform to the following specifications or the
equivalent; 30 man-minutes against surreptitious entry, 10 man-minutes against forced entry, 20 man-hours
against local manipulation, and 20 man-hours against radiological techniques.

(ii1) Which vault, if operations require it to remain open for frequent access, is equipped with a “day-
gate” which is self-closing and self-locking, or the equivalent, for use during the hours of operation in which the
vault door is open;

(iv) The walls or perimeter of which vault are equipped with an alarm, which upon unauthorized entry
shall transmit a signal directly to a central station protection company, or a local or state police agency which has
a legal duty to respond, or a 24-hour control station operated by the registrant as the Bureau of Drug Control may
approve and, if necessary, holdup buttons at strategic points of entry to the perimeter area of the vault;

(v) Which vault has one of the following: complete electrical lacing of the walls, floor and ceilings;
sensitive ultrasonic equipment within the vault; a sensitive sound accumulator system; or such other device
designed to detect illegal entry as may be approved by the Bureau of Drug Control.

(b) Schedules III, IV and V. Raw materials, bulk materials awaiting further processing and finished products
which are controlled substances listed in schedules III, IV, and V shall be stored in one of the following secure
storage areas:

(1) Where small quantities permit, a safe which complies with the requirements set forth in paragraph
(a)(1) of this section;

(2) A vault which complies with the requirements set forth in either paragraph (a)(2) or (3) of this
section; equipped with an alarm system as described in paragraph (b) (4) (v) of this section;

(3) A building used for storage of Schedules III through V controlled substances with perimeter security
which limits access during working hours and provides security after working hours and meets the following
specifications:

(i) Has an electronic alarm system as described in paragraph (b) (4) (v) of this section,

(i) Is equipped with self-closing, self-locking doors constructed of substantial material
commensurate with the type of building construction, provided, however, a door which is kept closed and locked
at all times when not in use, and when in use is kept under direct observation of a responsible employee of the
agent or registrant is permitted in lieu of a self-closing, self-locking door. Doors may be sliding or hinged.
Regarding hinged doors, where hinges are mounted on the outside, such hinges shall be sealed, welded, or
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otherwise constructed to inhibit removal. Locking devices for such doors shall be either of the multiple-position
combination or key lock type and:

(a) In the case of key locks, shall require key control which limits access to a limited number of
employees, or;

(b) In the case of combination locks, the combination shall be limited to a minimum number of
employees and can be changed upon termination of employment of an employee having knowledge of the
combination,;

(4) A cage, located within a building on the premises, meeting the following specifications:

(i) Having walls constructed of not less than No. 10 gauge steel posts, which posts are:

(a) atleast one inch in diameter;

(b) set in concrete or installed with lag bolts that are pinned or brazed; and

(c) which are placed no more than 10 feet apart with horizontal one and one-half inch
reinforcements every sixty inches;

(i) Having a mesh construction with openings of not more than two and one-half inches across the
square,

(iii)Having a ceiling constructed of the same material, or in the alternative, a cage shall be erected
which reaches and is securely attached to the structural ceiling of the building. A lighter gauge mesh may be used
for the ceilings of large enclosed areas if walls are at least 14 feet in height.

(iv)Is equipped with a door constructed of No. 10 gauge steel fabric on a metal door frame in a metal
door flange, and in all other respects conforms to all of the requirements of subparagraph (b)(3)(ii) of this section,
and

(v) Is equipped with an alarm system which upon unauthorized entry shall transmit a signal directly
to a central station protection agency, or a local or state police agency, each having a legal duty to respond, or a
24-hour control station operated by the registrant, or to such other source of protection that the Director may
approve;

(5) An enclosure of masonry or other material, approved in writing by the Director as providing security
comparable to a cage;

(6) A building or enclosure within a building which has been inspected and approved by DEA or its
predecessor, agency, BNDD, and continues to provide adequate security against the diversion of Schedule III
through V controlled substances, of which fact written acknowledgment from DEA (BNDD) has been received
for the area in which such building or enclosure is situated;

(7) Such other secure storage areas as may be approved by the Director after consulting with DEA and
the factors listed in § 140(b)(1) through (14) of this regulation;

(8) (i) Schedule III through V controlled substances may be stored with Schedules I and II controlled
substances under security measures provided by paragraph (a) of this section;

(i) Non-controlled drugs, substances, and other materials may be stored with Schedule I1I through V
controlled substances in any of the secure storage areas required by this section, provided, that permission for
such storage of non-controlled substances has been obtained in advance, in writing, from both the Director and the
DEA agent in charge of the area in which such storage area is situated [See 21 CFR § 1301.72 (b)(8)(ii)]. Any
such permission shall be based upon the determination that the storage of such items does not diminish security
for the controlled substances.

(c) Multiple store areas. Where several types or classes of controlled substances are handled separately by
the registrant or applicant for different purposes (e.g. returned goods, or goods in process), the controlled
substances may be stored separately, provided that each storage area complies with the requirements set forth in
this section.

(d) Accessibility to storage areas. The controlled substances storage areas shall be accessible only to an
absolute minimum number of specifically authorized employees. When it is necessary for employee maintenance
personnel, non-employee maintenance personnel, business guests, or visitors to be present in or pass through
controlled substances storage areas, the registrant shall provide for adequate observation of the area by an
employee specifically authorized in writing.

142.  Physical security controls for non-practitioners; manufacturing areas.
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All manufacturing activities (including processing, packaging, and labeling) involving controlled substances listed
in any schedule and all activities of compounders shall be conducted in accordance with the following:

(a) All in-process substances shall be returned to the controlled substances storage area at The termination of
the process. If the process is not terminated at the end of a workday (except where a continuous process or other
normal manufacturing operation should not be interrupted), the processing area or tanks, vessels, bins or bulk
containers containing such substances shall be securely locked, with adequate security for the area or building. If
such security requires an alarm, such alarm, upon unauthorized entry, shall transmit a signal directly to a central
station protection company, or local or state police agency which has a legal duty to respond, or a 24-hour control
station operated by the registrant.

(b) Manufacturing activities with controlled substances shall be conducted in an area or areas of clearly
defined limited access which is under surveillance by an employee or employees designated in writing as
responsible for the area. "Limited access" may be provided in the absence of physical dividers such as walls or
partitions, by traffic control lines or restricted space designation. The employee designated as responsible for the
area may be engaged in the particular manufacturing operation being conducted, provided, that he is able to
provide continuous surveillance of the area in order that unauthorized persons may not enter or leave the area
without his or her knowledge.

(c) During the production of controlled substances, the manufacturing areas shall be accessible to only those
employees required for efficient operation. When it is necessary for employee maintenance personnel, non-
employee maintenance personnel, business guests, or visitors to be present in or pass through manufacturing areas
during production of controlled substances, the registrant shall provide for adequate observation of the area by an
employee specifically authorized in writing.

143.  Other security controls for non-practitioners; narcotic treatment programs and compounders for
narcotic treatment programs.

(a) Before distributing a controlled substance to any person who the registrant does not know to be registered
to possess the controlled substance, the registrant shall make a good faith inquiry either with the DEA or with the
state controlled registration agency to determine that the person is registered to possess the controlled substance.

(b) The registrant shall design and operate a system to alert the registrant of suspicious orders of controlled
substances. The registrant shall inform the Bureau of Drug Control of suspicious orders when discovered by the
registrant. Suspicious orders include orders of unusual size, orders deviating substantially from a normal pattern,
and orders of unusual frequency.

(c) The registrant shall notify the office of the Bureau of Drug Control of any theft or significant loss of any
controlled substances upon discovery of such theft or loss. The supplier shall be responsible for reporting in-
transit losses of controlled substances by the contract or common carrier pursuant to subparagraph (e) of this
section, upon discovery of such theft or loss. The registrant shall also complete DEA Form 106 regarding such
theft or loss. Thefts shall be reported whether or not the controlled substances are subsequently recovered and/or
the responsible parties are identified and action taken against them.

(d) The registrant shall not distribute any controlled substances in schedules Il through V as a complimentary
sample to any potential or current customer (1) without the prior written request of the customer, (2) to be used
only for satisfying the legitimate medical needs of patients of the customer and (3) only in reasonable quantities.
Such request shall contain the name, address, and registration number of the customer and the name and quantity
of the specific controlled substances desired. The request shall be preserved by the registrant with other records
of distribution of controlled substances. In addition, the requirements of Part 4 of the Regulation shall be
complied with for any distribution of a controlled substance listed in schedule II. For purposes of this paragraph,
The term "customer" includes a person to whom a complimentary sample of a substance is given in order to
encourage the prescribing or recommending of the substance to the person.

() When shipping controlled substances, a registrant is responsible for selecting common or contract
carriers, which provide adequate security to guard against in-transit losses. When storing controlled substances in
a public warehouse, a registrant is responsible for selecting a warehouseman which will provide adequate security
to guard against storage losses; wherever possible, the registrant shall store controlled substances in a public
warehouse which complies with the requirements set forth in § 141. In addition, the registrant shall employ
precautions (e.g. assuring that shipping containers do not indicate the contents are controlled substances) to guard
against storage or in-transit losses.
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(f) When distributing controlled substances through agents (e.g., detail men), a registrant is responsible for
providing adequate security to guard against theft and diversion while the substances are being stored or handled
by the agent or agents.

(g) Before the initial distribution of etorphine hydrochloride and/or diprenorphine to any person, the
registrant shall verify that the person is authorized to handle the substance(s) by contacting the Bureau of Drug
Control and DEA.

(h) The acceptance of delivery of narcotic substances by a narcotic treatment program shall be made only by
a licensed practitioner employed at the facility or other authorized individuals designated in writing. At the time
of delivery, the licensed practitioner or other authorized individual designated in writing (excluding persons
currently or previously dependent on narcotic drugs), shall sign for the narcotics and place his or her specific title
(if any) on any invoice. Copies of these signed invoices shall be kept by the distributor.

(i) Narcotics dispensed or administered at a narcotic treatment program will be dispensed or administered
directly to the patient by either (1) the licensed practitioner, (2) a registered nurse under the direction of the
licensed practitioner, (3) a licensed practical nurse (LPN) under the direction of the licensed practitioner, or (4) a
pharmacist acting under a prescription or an order issued by the licensed practitioner.

(j) Persons enrolled in a narcotic treatment program will be required to wait in an area physically separated
from the narcotic storage and dispensing area. This requirement will be enforced by the program physician and
employees.

(k) All narcotic treatment programs shall comply with standards established by the appropriate Federal
authorities [see 21 CFR § 1301.74(k)] and the Bureau of Drug Control, and the provisions of S.C. Code Ann. §§
44-53-710 through 44-53-760 respecting the quantities of narcotic drugs that may be provided to persons enrolled
in a narcotic treatment program for unsupervised use.

(1) DEA and the Bureau of Drug Control may exercise discretion regarding the degree of security required in
narcotic treatment programs based upon such factors as the location of the program, the number of patients
enrolled in a program, and the number of physicians, staff members, and security guards. Similarly, such factors
will be taken into consideration when evaluating existing security or requiring new security at a narcotic treatment
program.

144.  Physical security controls for practitioners.

(a) Controlled substances listed in schedule I shall be stored in a securely locked, substantially constructed
cabinet.

(b) Controlled substances listed in schedules II, III, IV, and V shall be stored in a securely locked,
substantially constructed cabinet. However, pharmacies may disperse such substances throughout the stock of
non-controlled substances in such a manner as to obstruct the theft or diversion of the controlled substances.

(c) This section shall also apply to non-practitioners authorized to conduct research or chemical analysis
under another registration.

(d) Etorphine hydrochloride and diprenorphine shall be stored in a safe or steel cabinet equivalent to a U.S.
Government Class V security container.

145.  Other security controls of practitioners.

(a) The registrant shall not knowingly employ as an agent or employee, who has access to controlled
substances, any person who has been convicted of a felony offense relating to controlled substances or who, at
any time, had an application for registration denied, or has had his or her registration revoked, at any time.

(b) The registrant shall notify the Bureau of Drug Control, DHEC, of the loss or theft of any controlled
substances upon discovery of such loss or theft. The registrant shall also complete DEA Form 106 regarding such
loss or theft. The Bureau of Drug Control will forward copies of DEA Form 106 to the appropriate federal
authority.

(¢) The registrant shall notify the Bureau of Drug Control of any theft or significant loss of any controlled
substances upon discovery of such theft or loss. The supplier shall be responsible for reporting in-transit losses of
controlled substances by the common or contract carrier selected pursuant to 21 CFR § 1301.74(e), upon
discovery of such theft or loss. Thefts shall be reported whether or not the controlled substances are subsequently
recovered and/or the responsible parties are identified and action taken against them.
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(d) Whenever the registrant distributes a controlled substance (without being registered as a distributor, as
permitted by § 107(b) and/or §§ 604 through 607 of this Regulation) he or she shall comply with the requirements
imposed on non-practitioners in § 143(a), (b), and (e).

146.  Significant loss by diversion due to repeated thefts.

(a) Any registrant who suffers repeated significant losses of controlled substances by theft due to break-ins,
employee theft, mysterious disappearance, or other than through an armed robbery shall be deemed to be
providing inadequate security for such controlled substances.

(b) Upon the first such significant diversion, the registrant shall cause such physical security measures to be
instituted to prevent reoccurrence.

(c) Upon the second such significant diversion, the registrant shall be required to appear before the
designated hearing officer of DHEC to provide, under oath, the security measures that the registrant has effected
and plans to effect in the future to prevent further diversion by theft.

(d) Upon the third such significant diversion, the registrant shall be cited to show cause, if any he or she may
have, why his or her registration under the Controlled Substances Act should not be revoked, suspended, or
denied pursuant to the provisions of S.C. Code Ann. § 44-53-310(e).

(e) For the purposes of this section, a significant diversion shall be considered the loss of two thousand
dosage units, or the equivalent thereof.

147.  Filing of theft reports.

Theft reports (DEA Form 106) as required by this regulation shall be filed with the Bureau of Drug Control
not later than thirty days following the discovery of the theft. Failure to file theft reports within the thirty-day
period shall result in the issuance of an order to show cause for revocation or suspension of registration under the
Act.

148.  Employee screening procedures.

It is the position of the Bureau of Drug Control that the obtaining of certain information by registrants is vital
to fairly assess the likelihood of an employee committing a drug security breach. The need to know this
information is a matter of business necessity, essential to overall controlled substances security. In this regard, it
is believed that conviction of crimes and unauthorized use of controlled substances are activities that are proper
subjects for inquiry. It is therefore assumed that the following questions will become a part of an employer's
comprehensive employee screening program:

Question:  Within the past five years have you been convicted of a felony or any misdemeanor or are you
presently formally charged with committing a criminal offense? (Do not include any traffic violations, juvenile
offenses, or military conviction, except by general court martial.) If the answer is yes, furnish details of the
conviction, offense, location, date, and sentence.

Question: In the past three years, have you ever knowingly used any narcotic, barbiturates, or
amphetamines, other than prescribed to you by a physician or other practitioner? If the answer is yes, furnish
details.

Advice: An authorization, in writing, that allows inquires to be made of courts and law enforcement
agencies for possible pending charges or convictions shall be executed by a person who is allowed to work in an
area where access to controlled substances clearly exists. A person shall be advised that any false information or
omission of information will jeopardize his or her position with respect to employment. The application for
employment should inform a person that information furnished or recovered as a result of any inquiry will not
necessarily preclude employment, but will be considered as part of an overall evaluation of the person's
qualifications. The maintaining of fair employment practices, the protection of the person's right to privacy, and
the assurance that the results of such inquires will be treated by the employer in confidence will be explained to
the employee.
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149. Employee responsibility to report drug diversion.

Report of drug diversion by fellow employees is not only a necessary part of an overall employee security
program, but also serves the public interest at large. It is therefore the position of the Bureau of Drug Control that
an employee who has knowledge of drug diversion from his or her employer by a fellow employee has an
obligation to report such information to a responsible security official of the employer, or to a person in a
management position with the employer. The employer shall treat such information as confidential and shall take
all reasonable steps to protect the confidentiality of the information and the identity of the employee furnishing
information. A failure to report information of drug diversion will be considered in determining the feasibility of
continuing to allow an employee to work in a drug security area, or with access to controlled substances. The
employer shall inform all employees concerning this policy.

150.  Illicit activities by employees.

It is the position of the Bureau of Drug Control that employees who sell, possess, use, or divert controlled
substances will subject themselves not only to State and Federal criminal prosecution for any illicit activity, but
shall also immediately become the subject of independent action regarding their continued employment. The
employer will assess the seriousness of the employee's violation, the position of responsibility held by the
employee, past record of employment, etc., in determining whether to suspend, transfer, terminate, or take other
action against the employee.

PART 2
Labeling and Packaging Requirements for Controlled Substances
201. (Reserved)

202. Symbol required; exceptions.

(a) Each commercial container of a controlled substance (except for a controlled substance excepted by the
Director pursuant to § 708 of this chapter) shall have printed on the label the symbol designating the schedule in
which such controlled substance is listed. Each such commercial container if it otherwise has no label, shall bear
a label complying with the requirement of this part.

(b) Each manufacturer shall print upon the labeling of each controlled substance distributed by him or her the
symbol designating the schedule in which such controlled substance is listed.

(¢c) The following symbols shall designate the schedule corresponding thereto:

Schedule Symbol
Schedule 1 TorC-I
Schedule 11 II or C-II
Schedule 111 I1I or C-III
Schedule IV IV or C-IV
Schedule V Vor C-V

The word "schedule" need not be used. No distinction need be made between narcotic and non-narcotic
substances.

(d) The symbol is not required on a carton or wrapper in which a commercial container is held if the symbol
is easily legible through such carton or wrapper.

(e) The symbol is not required on a commercial container too small or otherwise unable to accommodate a
label, if the symbol is printed on the box or package from which the commercial container is removed upon
dispensing to an ultimate user.

(f) The symbol is not required on a commercial container containing, or on the labeling of, a controlled
substance being utilized in clinical research involving blind and double blind studies.

(g) The symbol is not required on a commercial container containing, or on labeling of, a controlled
substance intended for export from the United States.
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203. Location and size of symbol on label.

(a) The symbol shall be prominently located on the right upper corner of the principal panel of the label of
the commercial container and/or the panel of the commercial container normally displayed to dispensers of any
controlled substance listed in schedules I through V. The symbol shall be at least two times as large as the largest
type otherwise printed on the label.

(b) In lieu of locating the symbol in the corner of the label, as prescribed in paragraph (a) of this section, the
symbol may be overprinted on the label, in which case the symbol shall be printed at least one-half the height of
the label and in a contrasting color providing clear visibility against the background color of the label.

(¢) In all cases the symbol shall be clear and large enough to afford easy identification of the schedule of the
controlled substance upon inspection without removal from the dispenser's shelf.

204. Location and size of symbol on labeling.

The symbol shall be prominently located on all labeling other than labels covered by Regulation 203. In all
cases the symbol shall be clear and large enough to afford prompt identification of the controlled substance upon
inspection of the labeling.

(a) All labels on commercial containers of, and all labeling of, a controlled substance which is listed in any
schedule on July 1, 1971, and which is packaged after December 1, 1971, shall comply with the requirements of §
202.

(b) All labels on commercial containers of, and all labeling of, a controlled substance which either is listed in
any schedule on July 1, 1971, and thereafter transferred to another schedule or is added to any schedule after July
1, 1971, and which is packaged more than 180 days following the dates on which the transfer or addition becomes
effective shall comply with the requirements of § 202.

(¢c) The Director may, in the case of any controlled substance, require compliance with the requirements of §
202 within a period of time shorter than required by this section if he or she finds that public health or safety
necessitates an earlier effective date.

(d) Until compliance is required under this section, the label on commercial container containing, and the
labeling of, any controlled substance shall comply with any requirements under Federal or State law as to labels
of such containers and as to labeling of such substances existing prior to the effective date prescribed in this
section.

205. Effective dates of labeling requirements.

(a) All labels on commercial containers of, and all labeling of, a controlled substance which is listed in any
schedule on July 1, 1971, and which is packaged after December 1, 1971, shall comply with the requirements of §
202.

(b) All labels on commercial containers of, and all labeling of, a controlled substance which either is listed in
any schedule on July 1, 1971, and thereafter transferred to another schedule or is added to any schedule after July
1, 1971, and which is packaged more than 180 days following the dates on which the transfer or addition becomes
effective shall comply with the requirements of § 202.

(¢) The Director may, in the case of any controlled substance, require compliance with the requirements of §
202 within a period of time shorter than required by this section if he or she finds that public health or safety
necessitates an earlier effective date.

(d) Until compliance is required under this section, the label on commercial container containing, and the
labeling of, any controlled substance shall comply with any requirements under Federal or State law as to labels
of such containers and as to labeling of such substances existing prior to the effective date prescribed in this
section.

206. Sealing of controlled substances.

(a) On each bottle, multiple dose vial, other commercial container of any controlled substance listed in
schedules I and/or II, and of any narcotic controlled substance listed in schedule III or IV, there shall be securely
affixed to the stopper, cap, lid, covering, or wrapper of such container a seal to disclose upon inspection any
tampering or opening of the container.

(b) Any seal accepted for use, under Federal law prior to July 1, 1971, shall be deemed acceptable for use
under this section.
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207. Labeling for controlled substances dispensed directly to ultimate users.

Controlled substances which are dispensed directly to an ultimate user other than by a prescription dispensed
by a pharmacy or by direct administration or application of the substance into or upon the person for whom it is
intended, shall bear a label or labeling containing the name and address of the dispenser, the name of the ultimate
user (i.e., the “patient”), specific directions for use, and the date of the dispensing. The label or labeling shall
include any necessary cautionary statement, whether customary or required by State or Federal law. A serial
number may be utilized at the discretion of the dispenser. The act of dispensing controlled substances shall be
performed by the registrant, and shall not be delegated to any person other than a pharmacist acting in the regular
course of professional activity. Prescriptions shall be labeled pursuant to the provisions of Part 5 of this
Regulation, unless specifically exempted. No practitioner shall directly dispense more than a thirty-one day

supply.
PART 3
Records and Reports of Registrants

301. Scope of Part 3.
Inventory and other records and reports required under the Act shall be in accordance with, and contain the
information required by, those sections and by the sections of this Part.

302. (Reserved)

303. Persons required to keep records and file reports.

(a) Each registrant shall maintain the records and inventories and shall file the reports required by this Part,
except as exempted by this Section. Any registrant who is authorized to conduct other activities without being
registered to conduct these activities, either pursuant to § 107(b) or to §§ 604 through 608, shall maintain the
records and inventories and shall file the reports required by this Part for persons registered to conduct such
activities. The latter requirement should not be construed as requiring stocks of controlled substances being used
in various activities under one registration to be stored separately, nor that separate records are required for each
activity. The intent of the Bureau of Drug Control is to permit the registrant to keep one set of records which are
adapted by the registrant to account for controlled substances used in any activity. The Bureau of Drug Control
does not wish to require separate stocks of the same substance to be purchased and stored for separate activities.
Otherwise, there is no advantage gained by permitting several activities under one registration. Thus, when a
researcher manufactures a controlled item, he or she shall keep a record of the quantity manufactured; when he or
she distributes a quantity of the item, he or she shall use and keep invoices or order forms to document the
transfer; when he or she imports a substance, he or she keeps as part of his or her records the documentation
required to an importer; and when substances are used in chemical analysis, he or she need not keep a record of
this because such a record would not be required of him or her under a registration to do chemical analysis. All of
those records may be maintained in one consolidated record system. Similarly, the researcher may store all of his
or her controlled items in one place, and every year take inventory of all items in hand, regardless of whether the
substances were manufactured by him or her, imported by him or her, or purchased domestically by him or her, or
whether the substances will be administered to subjects, distributed to other researchers, or destroyed during
chemical analysis.

(b) A registered individual practitioner is not required to keep specific records with respect to controlled
substances for which he or she issues prescriptions or orders for administration within an institutional practitioner
setting (e.g., hospital "orders") in the lawful course of his or her professional practice; provided, that a record or
memorandum of such prescription or order be maintained upon regular patient records.

(c) A registered individual practitioner is required to maintain a readily retrievable record, separate from
patient charts, of all controlled substances acquired, dispensed, administered (other than by the issuance of an
institutional order or a prescription) distributed, or otherwise disposed of by the practitioner, his or her employees
or agents, whether the controlled substance is separately charged for, included in other charges, or is provided at
no charge. Practitioners who personally administer narcotic controlled substances in an emergency need only
keep a simple record of the date, kind, quantity, and strength of the controlled substance administered in such
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emergency, and the name of the recipient. Within 72 hours of the emergency administration, a permanent record
shall be constituted and included in the readily retrievable records of dispensing required herein. Repeated or
excessive emergency administrations will require the registrant to notify the Bureau of Drug Control of such
happenstance.

(d) A registered person using any controlled substance in research conducted in conformity with an
exemption granted under § 505(i) or 512(j) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 355(1)) as a
registered establishment which maintains records in accordance with either of those sections is not required to
keep records if he notified the Bureau of Drug Control of the name, address, and registration number of the
establishment maintaining such records.

(e) A registered person using any controlled substance in pre-clinical research or in teaching at a registered
establishment, which maintains records with respect to such substance is not required to keep records if he
notifies the Bureau of Drug Control of the name, address, and registration number of the establishment
maintaining such records.

(f) Notice required by paragraphs (d) and (e) of this section shall be given at the time the person applies for
registration or re-registration and shall be made in the form of an attachment to the application, which shall be
filed with the application.

304. Maintenance of records and inventories.

(a) Every inventory and other record required to be kept under this Part shall be kept by the registrant and be
available, for at least two years from the date of such inventory or record, for inspecting and copying by
authorized employees of the Bureau of Drug Control, except that financial and shipping records (such as invoices
and packing slips but not executed order forms subject to 21 CFR § 1305.13) may be kept at a central location
rather than at the registered location if the registrant has notified the Bureau of Drug Control of its intention to
keep central records. Written notification shall be submitted by registered or certified mail, return receipt
requested, in triplicate to the Director. Unless the registrant is informed by the Director that permission to keep
central records is denied, the registrant may maintain central records commencing 14 days after receipt of the
return receipt accompanying the notification.

All notifications shall include:

(1) The nature of the records to be kept centrally and the exact location where the records will be kept;

(2) The name, address, State and DEA registration numbers, and type of registration of the registrant
whose records are being maintained centrally;

(3) Whether central records will be maintained in a manual, or computer readable form.

(b) Each registered manufacturer, distributor, importer, and exporter shall maintain inventories and records of
controlled substances as follows:

(1) Inventories and records of controlled substances listed in schedules I and II shall be maintained
separately from all of the records of the registrants, and

(2) Inventories and records of controlled substances listed in schedules III, IV, and V shall be maintained
either separately from all other records of the registrant or in such form that the information required is readily
retrievable from the ordinary business records of the registrant.

(c) Each registered individual practitioner required to keep records and each institutional practitioner shall
maintain inventories and records of controlled substances in the manner prescribed in paragraph (b) of this
section.

(d) Each registered pharmacy shall maintain the inventories and records of controlled substances as follows:

(1) Inventories and records of all controlled substances listed in schedules I and II shall be maintained
separately from all other records of the pharmacy, and prescriptions for such substances shall be maintained as a
separate prescription file.

(2) Inventories and records of controlled substances listed in schedules III, IV, and V shall be maintained
either separately from all other records of the pharmacy or in such form that the information required is readily
retrievable from ordinary business records of the pharmacy.

(3) Prescriptions for controlled substances shall be maintained in separate files from prescriptions for
non-controlled substances. Prescriptions for schedule II controlled substances shall be filed separately from
prescriptions for schedules III, IV, and V controlled substances. Compliance with this Section will be deemed
proper if the pharmacy maintains not less than three files, those being:
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File No. 1-Schedule II Controlled Substances only.
File No. 2-Schedules III, IV, and V Controlled Substances only.
File No. 3- Non-controlled Substances.
Sequential numbering systems of the files shall be at the discretion of the dispenser.
(e) All registrants that are authorized to maintain a central record keeping system shall be subject to the
following conditions:

(1) The records to be maintained at the central record location shall not include executed order forms,
prescriptions, and/or inventories which shall be maintained at each registered location.

(2) If the records are kept on microfilm, computer media, or in any form requiring special equipment to
render the records easily readable, the registrant shall provide access to such equipment with the records. If any
code system is used (other than pricing information) a key to the code shall be provided to make the records
understandable.

(3) The registrant agrees to deliver all or any part of such records to the registered location within two
business days upon receipt of a written request from the Bureau of Drug Control, and if the Bureau of Drug
Control chooses to do so in lieu of requiring delivery of such records to the registered location, to allow
authorized employees of the Bureau of Drug Control to inspect such records at the central location upon request
by such employees without a warrant of any kind.

(4) In the event that a registrant fails to comply with these conditions, the Director may cancel such
central record keeping authorization, and all other central record keeping authorization held by the registrant
without a hearing or other procedures. In the event of cancellation of central record keeping authorization under
this paragraph, the registrant shall, within the time specified by the Director, comply with the requirements of this
section that all records be kept at the registered location.

(f) Original documents shall be maintained in addition to those which are stored in computer media for a
period of two years from the date of the origination of the document, or from the last transaction contained therein
or entered thereupon, whichever is the later date.

Inventory Requirements

305. General requirements for inventories.

(a) Each inventory shall contain a complete and accurate record of all controlled substances on hand on the
date the inventory is taken. Controlled substances shall be deemed to be "on hand" if they are in the possession of
or under the control of the registrant, including substances returned by a customer, substances ordered by a
customer but not yet invoiced, substances stored in a warchouse on behalf of the registrant, and substances in the
possession of employees of the registrant and intended for distribution as complimentary samples.

(b) A separate inventory shall be made by a registrant for each registered location. In the event controlled
substances in the possession or under the control of the registrant at a location for which he is not registered, the
substances shall be included in the inventory of the registered location to which they are subject to control or to
which the person possessing the substance is responsible. Each inventory for a registered location shall be kept at
the registered location.

(c) A separate inventory shall be made by a registrant for each independent activity for which he is
registered, except as provided in § 311.

(d) A registrant may take an inventory either as of the opening of business or as of the close of business on
the inventory date. The registrant shall indicate on the inventory records whether the inventory is taken as of the
opening or as of the close of business and the date the inventory is taken.

() An inventory shall be maintained in a written, typewritten, or printed form. An inventory taken by use of
an oral recording device shall be promptly transcribed.

306. Inventory upon transfer of business; change of pharmacist-in-charge.
(a) Inventory upon transfer of business.
(1) Any registrant transferring his or her business to another person who shall become registered to
continue such business shall inventory all controlled substances on hand at the close of business on the day of
transfer. The receiving registrant shall either (a) certify the inventory taken as being correct, or (b) shall affect his
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or her own inventory at the start of business on the date of transfer. Any discrepancy in the inventory shall be
reported within five days to the Director.

(2) A new establishment, never before having been registered, and having no prior inventory of
controlled substances, shall be deemed to have a zero inventory as of the first day of business.

(3) A registrant discontinuing business shall upon the date of discontinuance inventory all controlled
substances and place said controlled substances in sealed containers under adequate protection from theft, until
such time as the controlled substances are transferred to another registrant or are surrendered to the Director. A
copy of this inventory shall be forwarded to the Director, a copy placed with the controlled substances, and a copy
retained by the discontinuing registrant.

(b) A complete inventory of all controlled substances on hand shall be performed at the time of a change in
pharmacist-in charge.

307. Annual inventory date.

Inventories shall be taken on May 1st of each year unless permission for another date is granted by the Bureau
of Drug Control. In the event that a person commences business with no controlled substances on hand, he or she
shall record this fact as his or her initial inventory.

308. Inventories of manufacturers.

Each registered manufacturer shall include the following information in his or her inventory:

(a) For each controlled substance in bulk form to be used in (or capable of use in) the manufacture of the
same or other controlled or non-controlled substances in finished form:

(1) The name of the substance; and

(2) The total quantity of the substance to the nearest metric unit weight consistent with unit size (except
that for inventories made in 1971), avoirdupois weights may be utilized where metric weights are not readily
available)

(b) For each controlled substance in the process of manufacture on the inventory date:

(1) The name of the substance;

(2) The quantity of the substance in each batch and/or state of manufacture, identified by the batch
number of other appropriate identifying number;

(3) The physical form which the substance is to take upon completion of the manufacturing process (e.g.,
granulations, tablets, capsules, or solutions), identified by the batch number or other appropriate identifying
number, and if possible the finished form of the substance (e.g., 10-milligram tablet or 10-milligram concentration
per fluid ounce or milliliter) and the number of volume thereof.

(c) For each controlled substance in finished form:

(1) The name of the substance;

(2) Each finished form of the substance (e.g. 10-milligram tablet or 10-milligram concentration per fluid
ounce or milliliter);

(3) The number of units or volume of each finished form in each commercial container (e.g. 100-tablet
bottle or 3-milliliter vial); and

(4) The number of commercial containers of each such finished form (e.g., four 100-tablet bottles or six
3-milliliter vials).

(d) For each controlled substance not included in paragraphs (a), (b), or (c) of this section (e.g., damaged,
defective or impure substances awaiting disposal, substances held for quality control purposes, or substances
maintained for extemporaneous compounding):

(1) The name of the substance;

(2) The total quantity of the substance to the nearest metric unit weight or the total number of units of
finished form; and

(3) The reason for the substance being maintained by the registrant and whether such substance is
capable of use in the manufacture of any controlled substance in finished form.

309. Inventories for distributors.
Each registered distributor shall include in his or her inventory the same information required of manufactures
pursuant to §§ 308(c) and (d).
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310. Inventories of dispensers and researchers.

Each person registered to dispense or conduct research with controlled substances and required to keep
records pursuant to § 301 shall include in his or her inventory the same information required of manufacturers
pursuant to §§ 308(c) and (d). In determining the number of units of each finished form of a controlled substance
in a commercial container which has been opened, the dispenser shall do as follows:

(a) If the substance is listed in schedule I or II, he or she shall make an exact count or measure of the
contents; and

(b) If the substance is listed in schedule III, IV, V, he or she shall make an estimated count or measure of the
contents, unless the container holds more than 1,000 tablets or capsules in which case he or she shall make an
exact count of the contents.

(c) It is the responsibility of the registrant to determine that any estimates are accurate, as audit procedures
will be based upon the inventories maintained by the registrant. The Bureau of Drug Control utilizes exact counts
in all audit procedures, and will allow only minor leeway for estimated inventories.

311. Inventories of importers and exporters.

Each registered importer or exporter shall include in his or her inventory the same information required of
manufacturers pursuant to §§ 309(a), (c), and (d). Each registered importer or exporter who is also registered as a
manufacturer or as a distributor shall include in his or her inventory as an importer or exporter only those stocks
of controlled substances that are actually separated from his or her stocks as a manufacturer or as a distributor
(e.g., in transit or in storage for shipment).

312. Inventories for chemical analysis.

Each analytical laboratory registered to conduct chemical analysis with controlled substances shall include in
its inventory the same information required of manufacturers pursuant to §§ 309(a), (c), and (d) as to substances
which have been manufactured, imported, or received by the laboratory conducing the inventory. If less than 1
kilogram of any controlled substance (other than a hallucinogenic controlled substance listed in schedule I), or
less than 20 grams of a hallucinogenic substance listed in schedule I (other than lysergic acid diethylamide), or
less than 0.5 grams of lysergic acid diethylamide, is on hand at the time of inventory, that substance need not be
included in the inventory. Laboratories of the Bureau of Drug Control may possess up to 150 grams of any
hallucinogenic substance in schedule I without regard to a need for an inventory of those substances.

Continuing Records

313.  General requirements for continuing records.

(a) On and after June 17, 1971 every registrant required to keep records pursuant to Regulation 303 shall
maintain on a current basis a complete and accurate record of each such substance manufactured, imported,
received, sold, delivered, exported, or otherwise disposed of by him or her, except that no registrant shall be
required to maintain a perpetual inventory, except as provided in paragraph (e) of this section.

(b) Separate records shall be maintained by a registrant for each registered location except as provided in §
303. In the event controlled substances are in the possession or under the control of a registrant at a location for
which he or she is not registered, the substance shall be included in the records of the registered location to which
they are subject to control or to which the person possessing the substance is responsible.

(c) Separate records shall be maintained by a registrant for each independent activity for which he or she is
registered, except as provided in § 316.

(d) In recording dates of receipt, importation, distribution, exportation or other transfers, the date on which
the controlled substances are actually received, imported, distributed, exported or otherwise transferred shall be
used as the date of receipt or distribution of any packing slips.

(¢) DHEC, upon a finding that a registrant has maintained inadequate records, or upon a finding that the
registrant has a history of poor or inadequate record keeping, may, in its discretion, require perpetual inventories
of all or a part on the controlled substances possessed or otherwise utilized or handled by such registrant (or an
applicant for new registration having a history of record keeping deficiencies) as a condition for granting or
renewing controlled substances registration. DHEC, upon a finding that adequate record keeping has been
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maintained for two or more years, pursuant to a perpetual inventory requirement, may remove the requirement
and permit the registrant to resume standard record keeping activities with or without a probationary period of
registration, as DHEC deems proper.

314. Records of manufacture.

Each registered manufacturer shall maintain records with the following information.

(a) For each controlled substance in bulk form to be used, or capable of use in, or being used in, the
manufacture of the same or other controlled or non-controlled substance in finished form:

(1) The name of the substance;

(2) The quantity manufactured in bulk form by the registrant, including the date, quantity and batch or
other identifying number of each batch manufactured;

(3) The quantity received from other persons, including the date and quantity of each receipt and the
name, address, and registration number of the other person from whom the substance was received;

(4) The quantity imported directly by the registrant (under a registration as an importer) for use in
manufacture by him or her, including the date, quantity, and import permit or declaration number for each
importation.

(5) The quantity used to manufacture the same substance in finished form, including:

(1) The date and batch or other identifying number of each manufacturer;

(i1) The quantity used in the manufacture;

(iii)The finished form (e.g., 10-milligram tablets or 10 milligram concentrate per fluid ounce or
milliliter);

(iv) The number of units of finished form manufactured;

(v) The quantity used in quality control;

(vi) The quantity lost during manufacturing and the causes thereof, if known;

(vii) The total quantity of the substance contained in the finished form;

(viii)  The theoretical and actual yields; and

(ix)Such other information as is necessary to account for all controlled substances used in the
manufacturing process.

(6) The quantity used to manufacture other controlled and non-controlled substances, including the name
of each substance manufactured and the information required in subparagraph (5) of this paragraph;

(7) The quantity distributed in bulk form to other persons, including the date and quantity of each
distribution and the name, address, and registration number of each person to whom a distribution was made;

(8) The quantity exported directly the registrant (under a registration as an exporter), including the date
quantity, and export permit or declaration number of each exportation;

(9) The quantity distributed or disposed of in any other manner by the registrant (e.g., by distribution of
complimentary samples or by destruction), including the date and manner of distribution or disposal, the name,
address, and registration number of the person to whom distributed, and the quantity distributed or disposed.

(b) For each controlled substance in finished form:

(1) The name of the substance;

(2) Each finished form (e.g., 10-milligram tablet or 10-milligram concentration per fluid ounce or
milliliter) and the number of units or volume of finished form in each commercial container (e.g., 100-tablet
bottle or 3-milliliter vial);

(3) The number of containers of each such commercial finished form manufactured from bulk form by
the registrant, including the information required pursuant to subparagraph (5) of paragraph (a) of this section;

(4) The number of units of finished forms and/or commercial containers received from other persons,
including the date of and number of units and/or commercial containers in each receipt and the name, address, and
registration number of the person from whom the units were received.

(5) The number of units of finished forms and/or commercial containers imported directly by the
registrant (under a registration as an importer), including the date of and the number of units and for commercial
containers to each importation;

(6) The number of units and/or commercial containers manufactured by the registrant from units in
finished form received from others or imported, including:

(1) The date and batch or other identifying number of each manufacturer;
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(i) The operation performed (e.g., repackaging or re-labeling);

(ii1) The number of units of finished form used in the manufacture, the number manufactured and the
number lost during manufacture, with the causes therefore, if known; and

(iv)Such other information as is necessary to account for all controlled substances used in the
manufacturing process.

(7) The number of commercial containers distributed to other persons, including the date and number of
containers in each distribution, and the name, address, and registration number of the person to whom the
containers were distributed.

(8) The number of commercial containers exported directly by the registrant (under a registration as an
exporter), including the date, number of containers and export permit or declaration number for each exportation;
and

(9) The number of units of finished forms and/or commercial containers distributed or disposed of in any
other manner by the registrant (e.g., by distribution of complimentary samples or by destruction), including the
date and manner of distribution or disposal, the name, address, and registration number of the person to whom
distributed, and the quantity in finished form distributed or disposed.

315. Records for distributors.

Each registered distributor shall maintain records with the following information for each controlled
substance:

(a) The name of the substance;

(b) Each finished form (e.g. 10-milligram tablet or 10-milligram concentration per fluid ounce or milliliter)
and the number of units or volume of finished form in each commercial container (e.g., 100-tablet bottle or 3-
milliliter vial);

(c¢) The number of commercial containers of each such finished form received from other persons, including
the date of and number of containers in each receipt and the name, address, and registration of the person from
whom the containers were received;

(d) The number of commercial containers of each such finished form imported directly by the registrant
(under a registration as an importer), including the date of and the number of containers in each importation;

(e) The number of commercial containers of each such finished form distributed to other persons, including
the date of and number of containers in each distribution and the name, address and registration number of the
person to whom the containers were distributed;

(f) The number of commercial containers of such finished form exported directly by the registrant (under a
registration as an exporter), including the date of and the number of containers of each exportation; and

(g) The number of units or volume of finished forms and/or commercial containers distributed or disposed of
in any other manner by the registrant (e.g., by distribution as complimentary samples), including the date and
manner of distribution or disposal, the name and address, and registration number of the person to whom
distributed or disposed.

316. Records for dispensers and researchers.

Each person registered to dispense or conduct research with controlled substances required to keep records
pursuant to § 303 shall maintain records with the following information for each controlled substance:

(a) The name of the substance;

(b) Each finished form (e.g., 10-milligram tablet or 10-milligram concentration per fluid ounce or milliliter)
and the number of units or volume of finished form in each commercial container (e.g., 100-tablet bottle or 3-
milliliter vial).

(c) The number of commercial containers of each such finished form received from other persons, including
the date of and number of containers in each receipt and the name, address, and registration number of the person
from whom the containers were received;

(d) The number of units or volume of such finished form dispensed, including the name and address of the
person to whom it was dispensed, the date of dispensing, the number of units or volume dispensed, and the
written or typewritten name or initials of the individual who dispensed or administered the substance on behalf of
the dispenser; and

South Carolina State Register Vol. 27, Issue 6
June 27, 2003



134 FINAL REGULATIONS

() The number of units or volume of such finished form and/or commercial containers disposed of in any
other manner by the registrant, including the date and manner of disposal and the quantity of the substance in
finished form disposed.

317. Records for importers.

Each registered importer shall maintain records with the following information for each controlled substance:

(a) The name of the substance;

(b) The quantity (or number of units or volume in finished form) imported, including the date, quantity (or
number of units or volume), and import permit or declaration number for each importation;

(¢) The quantity (or number of units or volume in finished form) distributed to other persons, including the
date and quantity (or number of units or volume) of each distribution and the name, address, and registration
number of each person to whom a distribution was made; and

(d) The quantity disposed of in any other manner by the registrant, except quantities used for manufacturing
by an importer under a registration as a manufacturer, which quantities are to be recorded pursuant to § 314(a)(4)
or (b)(5) including the date and manner of disposal and the quantities disposed.

318. Records of exporters.

Each registered exporter shall maintain records with the following information for each controlled substance:

(a) The name of the substance;

(b) The quantity or number of units (or volume in finished form) received from other persons, including the
date and quantity (or number of units or volume) of each receipt and the name, address, and registration number
of each person from whom the substance was received;

(¢) The quantity (or number of units or volume in finished form) exported, including the date, quantity or
number of units or volume), and the export permit or declaration number for each exportation, but excluding all
quantities (and numbers of units and volumes) manufactured by an exporter under a registration as a
manufacturer, which quantities (and numbers of units and volumes) are to be recorded pursuant to § 314(a)(8) or
(b)(8); and

(d) The quantity disposed of in any other manner by the registrant including the date and manner of disposal
and the quantity disposed.

319. Records for chemical analysis.

(a) Each person registered to conduct chemical analysis with controlled substances shall maintain records,
with the following information (to the extent known and reasonably ascertainable by him or her) for each
controlled substance:

(1) The name of the substance;

(2) The form or forms in which the substance is received, imported, or manufactured by the registrant
(e.g., powder, granulation, tablet, capsules, or solution) and the concentration of the substance in such form (e.g.,
C.P., U.S.P., N.F., 10-milligram concentration per milliliter);

(3) The total number of the forms received, imported, or manufactured (e.g., 100 tablets, thirty 1-
milliliter vials, or 10 grams of powder), including the date and quantity of each receipt, importation, or
manufacture and the name, address, and registration number, if any, of the person from whom the substance was
received;

(4) The quantity distributed, exported, or destroyed in any manner by the registrant (except quantities
used in chemical analysis or other laboratory work), including the date and manner of distribution, exportation or
destruction, and the name, address, and registration number, if any, of each person to whom the substance was
distributed or exported.

(b) Order forms, import and export permits, import invoices, and export declarations, relating to controlled
substances shall be maintained separately from all other records of the registrant.

(c) Records of controlled substances used in chemical analysis or other laboratory work are not required.

(d) Records relating to known or suspected controlled substances received as samples for analysis are not
required under paragraph (a) of this section.

320. Reports.
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Manufacturers, re-packers, re-labelers, importers, exporters, and distributors who are required to report to
ARCOS systems of the DEA, U.S. Department of Justice, need not file copies of such reports with the Bureau of
Drug Control, but such registrants shall make copies of the reports available to the Bureau of Drug Control upon
its written or oral request. Substantial compliance with the provisions of 21 CFR §§ 1304.31 through 1304.33
shall be deemed sufficient compliance with state reporting requirements.

321. Records for maintenance treatment programs and detoxification treatment programs.

(a) Each person registered or authorized by DHEC to maintain and/or detoxify controlled substances users in
a narcotic treatment program shall maintain records with the following information for each narcotic controlled
substance:

(1) Name of substance;

(2) Strength of substance;

(3) Dosage form;

(4) Date dispensed;

(5) Adequate identification of the patient (consumer);
(6) Amount consumed;

(7) Amount and dosage form taken home by patient; and
(8) Dispenser's initials.

(b) The records required by paragraph (a) of this section will be maintained in a dispensing log at the narcotic
treatment program site and will be maintained in compliance with § 316 without reference to § 303.

(c) All sites which compound a bulk narcotic solution from bulk narcotic powder to liquid for on-site use,
shall keep a separate batch record of the compounding.

(d) Records of identity, diagnosis, prognosis, or treatment of any patients which are maintained in connection
with the performance of a narcotic treatment program shall be confidential, except that such records may be
disclosed for purposes and under the circumstances authorized by this regulation and any other State or Federal
law or regulation.

322. Records for treatment programs which compound narcotics for treatment programs and other
locations.

Each person registered or authorized under the provisions of Section 107 of this Regulation to compound
narcotic drugs for off-site use in a narcotic treatment program shall maintain records which include the following
information for each narcotic drug:

(a) For each narcotic controlled substance in bulk form to be used in, or capable of being used in, or being
used in the compounding of the same or other non-controlled substances in finished form:

(1) The name of the substance;

(2) The quantity compounded in bulk form by the registrant, including the date, quantity and batch or
other identifying number of each batch compounded;

(3) The quantity received from other persons, including the date and quantity of each receipt and the
name, address, and registration number of the other person from whom the substance was received;

(4) The quantity imported directly by the registrant (under a registration as an importer) for use in
compounding by him or her, including the date, quantity, and import permit or declaration number of each
importation;

(5) The quantity used to compound the same substance in finished form, including:

(1) The date and batch or other identifying number of each compounding;

(i) The quantity used in the compound;

(ii1) The finished form (e.g., 10-milligram tablets; 10 mg/ml per fluidounce, etc.)

(iv) The number of units of finished form compounded;

(v) The quantity used in quality control;

(vi) The quantity lost through compounding and the causes therefore, if known,;

(vii) The total quantity of the substance contained in the finished form;

(viii)  The theoretical and actual yields;

(ix)Such other information as is necessary to account for all controlled substances used in the
compounding process;
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(6) The quantity used to manufacture other controlled and non-controlled substances, including the name
of each substance manufactured and the information required in paragraph (a) (5) of this section;

(7) The quantity distributed in bulk form to other programs, including the date and quantity of each
distribution, and the name, address, and registration number of each program to whom a distribution was made;

(8) The quantity exported directly by the registrant (under a registration as an exporter), including the
date, quantity, and export permit or declaration number of each exportation; and

(9) The quantity disposed of by destruction, including the reason, date, and manner of destruction. All
other destruction of narcotic controlled substances will comply with § 609.

(b) For each narcotic controlled substance in finished form:

(1) The name of the substance;

(2) Each finished form and the number of units or volume or finished form in each commercial container
(e.g., 100- tablet bottle or 3 ml. ampoule, etc.);

(3) The number of containers of each such commercial finished form compounded from bulk form by the
registrant, including the information required by paragraph (a) (5) of this section;

(4) The number of units of finished forms and/or commercial containers received from other persons,
including the date of and number of units and/or commercial containers in each receipt and the name, address, and
registration number of the person from whom the units were received;

(5) The number of units of finished forms and/or commercial containers imported directly by the person
(under a registration or authorization to import), including the date of, the number of units and/or commercial
containers in, and the import permit or declaration number for, each importation;

(6) The number of units and/or commercial containers compounded by the registrant from units in
finished form received from others or imported, including:

(i) The date and batch or other identifying number of each compounding.

(ii) The operation performed (e.g., repackaging or re-labeling);

(iii)) The number of units of finished form used in the compound, the number compounded, and the
number lost during compounding, with the causes for such losses, if known;

(iv)Such other information as is necessary to account for all controlled substances used in the
compounding process.

(7) The number of containers distributed to other programs, including the date, the number of containers
in each distribution, and the name, address, and registration number of the program to whom the containers were
distributed;

(8) The number of commercial containers exported directly by the registrant (under a registration as an
exporter), including the date, number of containers, and export permit or declaration number for each exportation;
and

(9) The number of units of finished forms and/or commercial containers destroyed in any manner by the
registrant, including the reason, the date, and manner of destruction. All other destruction of narcotic controlled
substances will comply with § 609.

PART 4
Order Forms

401. Order forms.

DEA Form 222 as issued by the DEA, U.S. Department of Justice, as required by the Federal Controlled
Substances Act (21 USC 828) when properly executed and filed will be deemed a sufficient order form as
required by the Act.

402. Handling and filing.

Handling and filing of order forms shall be accomplished in the manner provided under Part 1305, 21 C.F.R.
(Regulations of the DEA, United States Department of Justice.)

403. Power of attorney.
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Any purchaser may authorize one or more individuals, whether or not located at the registered location of the
purchaser, to obtain and execute order forms on his or her behalf by executing a power of attorney for each such
individual. The power of attorney shall be signed by the same person who signed (or was authorized to sign) the
most recent application for registration or re-registration and by the individual being authorized to obtain and
execute order forms. The power of attorney shall be filed with the executed order forms of the purchaser, and
shall be retained for the same period as any order form bearing the signature of the attorney. The power of
attorney shall be available for inspection together with other order form records. Any power of attorney shall be
available for inspection together with other order form records. Any power of attorney may be revoked at any
time by executing a notice of revocation, signed by the person who signed (or was authorized to sign) the power
of attorney or by a successor, whoever signed the most recent application for registration or re-registration, and
filing it with the power of attorney being revoked. The forms are available from Director of the Bureau of Drug
Control, DHEC, 2600 Bull Street, Columbia, SC 29201.

PART S
Prescriptions
501. (Reserved)
502. (Reserved)

503.  Persons entitled to issue prescriptions.

(a) A prescription for a controlled substance may be issued only by an individual practitioner who is:

(1) Licensed by the SC State Board of Medical Examiners, State Board of Dentistry, State Board of
Veterinary Medicine Examiners, State Board of Nursing, State Board of Examiners in Optometry, or the State
Board of Podiatry Examiners, and is authorized to prescribe under the type of license issued by the pertinent
Board to the individual practitioner; and

(2) Acting in the regular course of professional practice, e.g., a veterinarian prescribing for a human is
not within the regular course of professional practice, nor is a dentist when prescribing for illnesses or disease
other than those of the oral cavity and adjacent tissues, nor is a podiatrist when prescribing for treatment of
disease other than those manifesting themselves in the foot; and

(3) Registered with DHEC under the provisions of the Act.

(b) A prescription issued by an individual practitioner may be communicated to a pharmacist by an employee
or agent of the individual practitioner. The individual practitioner may not delegate the act of prescribing (i.e., the
decision-making process whether to issue a prescription, what drug or substance to prescribe, what dosage, what
frequency, and whether to refill the prescription) to a person not authorized to issue a prescription in his or her
own right as an individual practitioner.

Example: A nurse or other employee of a physician may transmit an oral prescription (if permissible as
a Schedule III, IV, or V substance) to a pharmacist if authorized to do so by the prescribing physician; the
transmitting person has no authority to make any change whatsoever in the order of the practitioner, nor to add or
delete any information to be transmitted.

504. Purpose of issue of prescription.

(a) A prescription for a controlled substance to be effective shall be issued for a legitimate medical purpose
by an individual practitioner acting in the usual course of his or her professional practice. The responsibility for
the proper prescribing and dispensing of controlled substances is upon the prescribing practitioner but a
corresponding responsibility rests with the pharmacist who fills the prescription. An order purporting to be a
prescription issued not in the usual course of professional treatment or in legitimate and authorized research is not
a prescription within the meaning and intent of the Act and the person knowingly filling such a purported
prescription, as well as the person issuing it, shall be subject to the penalties provided for violations of the
provisions of law relating to controlled substances.

(b) A prescription may not be issued in order for an individual practitioner to obtain controlled substances for
supplying the individual practitioner for the purpose of general dispensing to patients.
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(c) A prescription may not be issued for the dispensing of narcotic drugs listed in any schedule to a narcotic
drug dependent person for the purpose of continuing his or her dependence upon such drugs whether or not in the
course of conducting an authorized clinical investigation in the development of a narcotic rehabilitation program.

505. Manner of issuance of prescription.

All prescriptions for controlled substances shall be dated as of, and signed on, the day when issued and shall
bear the full name and address of the patient, the drug name, strength, dosage form, quantity prescribed, directions
for use and the name, address, and registration number of the practitioner. A practitioner shall sign a prescription
in the same manner as he or she would sign a check or legal document (e.g., J. H. Smith or John H. Smith).
Where an oral order is not permitted, prescriptions shall be written with ink or indelible pencil or typewriter, or
other mechanical means of printing, and shall be manually signed by the practitioner. The prescriptions may be
prepared by a secretary or agent for the signature of a practitioner, but the prescribing practitioner is responsible
in case the prescription does not conform in all essential respects to the law and regulations. A corresponding
liability rests upon the pharmacist who fills a prescription not prepared in the form prescribed by this regulation.
See also § 503(b).

505.1. Registration number required on prescriptions.

All prescriptions for controlled substances, whether written by the practitioner or telephoned and subsequently
reduced to writing, shall bear the Federal Controlled Substances Registration Number (DEA Number) of the
prescribing practitioner.

506. Persons entitled to fill prescriptions.

A prescription for controlled substances may only be filled by a pharmacist acting in the usual course of his or
her professional practice and either registered individually or employed in a registered pharmacy or registered
institutional practitioner.

506.1. Information required for filled prescriptions.

A notation shall be placed upon any prescription for controlled substances when originally filled that shall
indicate the date filled, the identity or initials of the pharmacist dispensing the prescription and, if different from
the quantity prescribed, the quantity dispensed. All notations shall be performed manually and in cursive
handwriting, except that a date stamp (manual or mechanical) may be utilized by the pharmacist in lieu of
handwriting the date dispensed or the refill date. The purpose of the manual handwriting is to assist in positively
identifying the performer of the dispensing function.

507. Dispensing of narcotic drugs for maintenance purposes.

The administering or dispensing directly (but not prescribing of) narcotic drugs listed in any schedule to a
narcotic drug dependent person for the purpose of continuing his or her dependence upon such drugs in the course
of conducting an authorized clinical investigation in the development of a narcotic addict rehabilitation program
shall be deemed to be within the meaning of the term "in the course of his or her professional practice or research”
in the Act, provided, that approval is obtained prior to the initiation of such a program by submission of a Notice
of Claimed Investigational Exemption for a New Drug to the Food and Drug Administration which will be
reviewed concurrently by the Food and Drug Administration for scientific merit and by the DEA for drug control
requirements, and that the clinical investigation thereafter accords with such approval.

507.1. Federal approval of maintenance programs required.

DHEC will not register any person to conduct an authorized maintenance program for drug dependent persons
until approval of such program has been made by the Food and Drug Administration, U.S. Department of Health,
Education, and Welfare, and the DEA, U. S. Department of Justice. Upon approval by these agencies, the
applicant for such registration shall submit to the Bureau of Drug Control copies of such approvals and copies of
the protocols required by Federal Regulations. The Bureau of Drug Control shall accept the application for
registration as complete only after submission of the aforementioned information and other information required
by this regulation.
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507.2. Withdrawal of drug dependent persons by use of methadone or other narcotic controlled
substances.

Practitioners desiring to withdraw, but not maintain, drug dependent persons addicted to narcotic controlled
substances from such substances by the use of methadone or any other schedule II narcotic controlled substance,
may do so provided that all of the following criteria are met:

(a) The drug dependent person shall be a narcotic addict.

(b) The drug dependent person shall be confined to a hospital, clinic, rest home, or other appropriate location
that properly segregates the drug dependent person from contact with possible illicit suppliers.

(¢) The withdrawal program shall be on a reducing dosage basis, preferably through use of oral
administration of the narcotic controlled substance used for withdrawal.

(d) Withdrawal treatment shall not exceed twenty-one days in length and shall not be available to any drug
dependent person more often than once every six months. If, in the opinion of the withdrawing practitioner,
longer periods of withdrawal treatment are necessary, application for such longer treatment shall be made to the
Commissioner stating the reasons therefore, along with pertinent medical facts including, but not limited to, the
following:

(1) Medical condition of subject at onset of withdrawal treatment;

(2) Amount of drug intake and name of drug at onset of treatment;

(3) Initial withdrawal dosage of methadone (or other narcotic controlled substance);

(4) Reduction schedule of withdrawal substance;

(5) Current medical evaluation of withdrawal regimen;

(6) Statement concerning presence or absence from urine sample of drug dependent person of the drug to
which he or she was addicted; and

(7) Any other pertinent facts deemed necessary by the withdrawing practitioner or by the Commissioner.

(¢) Any maintenance facility shall be approved by DHEC, by the Food and Drug Administration, and the

DEA.

507.3 Approved uses of methadone in hospitals. Methadone is approved for the following uses for
inpatients of hospitals licensed by DHEC:

(a) analgesia;

(b) pertussis;

(c) detoxification (withdrawal) of drug dependent persons under conditions set forth in Section 507.2 of this
regulation; or

(d) temporary maintenance of methadone treatment of a drug dependent person enrolled in a methadone
maintenance program licensed by any State or the federal government while such person is institutionalized
within a licensed hospital for medical treatment of an illness or malady medically unrelated to drug dependence.

507.4 Departmental Approval; when required.

(a) Prior approval by DHEC for methadone use as set forth in § 507.3 of this regulation is not required.

(b) Prior approval of DHEC and registration as provided by Title 21, § 1301.22(a)(6) of the Code of Federal
Regulations and S.C. Code Ann. § 44-53-290(1), is required of all persons desiring to operate a treatment program
utilizing methadone (i.e., a "methadone maintenance program"). Concurrence with Departmental approval by the
SC Department of Mental Health, licensure by that Department as provided by Section 1 of Act No. 439 of 1980,
and approval by the SC Commission on Alcohol and Drug Abuse, is required before such treatment program may
dispense or administer methadone to any person, unless otherwise provided by statute.

(c) Prior approval by DHEC in the manner set forth by § 507.5 of this regulation is not required to dispense
methadone to outpatients of a hospital licensed by DHEC. Prior approval of DHEC is not required for "take
home" methadone preparations which are lawfully dispensed by a methadone maintenance treatment facility
licensed or operated by the SC Department of Mental Health or by and the Federal government.

(d) Approvals by DHEC, as required by §§ 507.2 through 507.5 of this regulation, may be granted by the
Bureau of Drug Control in its discretion. If the Bureau finds that it cannot approve a request, the request shall be
submitted to the Commissioner, along with the Bureau's reasons for non-approval. The Commissioner, in his or
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her discretion, may then approve or deny the request, but if he or she shall deny such request, the person making
the request shall be entitled to a hearing to determine the public interest, in the manner provided for "contested
cases" in the South Carolina Administrative Procedures Act.

(e) DHEC may require further information from any applicant in order to obtain sufficient information to be
utilized in approving or denying any request.

507.5 Treatment of outpatients with methadone.

(a) If a physician determines that methadone would be the drug of choice as an analgesic for a particular
patient, the physician may issue prescriptions for methadone to the patient. Such prescriptions may be dispensed
by any pharmacy that has agreed to perform such dispensing function.

(b) The treating physician shall agree to maintain adequate records to substantiate the use of methadone as an
analgesic for the patient and shall make such records available to DHEC upon request.

Controlled Substances Listed in Schedule 1T

508. Requirement of prescription.

(a) A pharmacist may dispense directly a controlled substance listed in schedule II, which is a prescription
drug as determined under the Act, only pursuant to a written prescription signed by the prescribing individual
practitioner, except as provided in paragraph (d) of this section.

(b) An individual practitioner may administer or dispense directly a controlled substance listed in schedule II
in the course of his or her professional practice without a prescription subject to § 507.

(c) An institutional practitioner may administer or dispense directly (but not prescribe) a controlled substance
listed in schedule II only pursuant to a written prescription signed by the prescribing individual practitioner or to
an order for medication made by an individual practitioner which is dispensed for immediate administration to the
ultimate user.

(d) In the case of an emergency situation, a pharmacist may dispense a controlled substance listed in schedule
II upon receiving oral authorization of a prescribing individual practitioner, provided that:

(1) The quantity prescribed and dispensed is limited to the amount adequate to treat the patient during the
emergency period (dispensing beyond the emergency period shall be pursuant to a written prescription signed by
the prescribing individual practitioner);

(2) The prescription shall be immediately reduced to writing by the pharmacist and shall contain all
information requested in § 505 except for the signature of the prescribing individual practitioner;

(3) If the prescribing individual practitioner is not known to the pharmacist, he or she shall make a
reasonable effort to determine that the oral authorization came from a registered individual practitioner, which
may include a callback to the prescribing individual practitioner using his or her phone number as listed in the
telephone directory and/or other good faith efforts to insure his or her identity; and

(4) Within 72 hours after authorizing an emergency oral prescription, the prescribing individual
practitioner shall cause a written prescription for the emergency quantity prescribed to be delivered to the
dispensing pharmacist. In addition to conforming to the requirements of § 505, the prescription shall have written
on its face "Authorization for Emergency Dispensing" and the date of the oral order. The written prescription
may be delivered to the pharmacist in person or by mail, but if delivered by mail it shall be postmarked within the
72-hour period. Upon receipt, the dispensing pharmacist shall attach this prescription to the oral emergency
prescription which had earlier been reduced to writing. The pharmacist shall notify the Director if the prescribing
individual practitioner fails to deliver a written prescription to him or her; failure of the pharmacist to do so shall
void the authority conferred by this paragraph to dispense without a written prescription of a prescribing
individual practitioner.

(e) A prescription prepared in accordance with § 505 written for a Schedule II narcotic controlled substance,
to be compounded for the direct administration to a patient by parenteral, intravenous, intra-muscular,
subcutaneous or intra-spinal infusion, may be transmitted by the practitioner or the practitioner's agent by
facsimile to a home infusion pharmacy. The facsimile serves as the original prescription for the purposes of this
paragraph (e) and it shall be maintained in accordance with § 304(d). The written, signed prescription shall be
maintained in the medical record of the patient.
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(f) A prescription prepared in accordance with § 505 written for a Schedule II substance for a resident of a
Long Term Care Facility may be transmitted by the practitioner or the practitioner’s agent to the dispensing
pharmacy by facsimile. The facsimile serves as the original written prescription for purposes of this paragraph (f)
and it shall be maintained in accordance with Section 304(d). The written, signed and voided prescription shall be
maintained in the medical record of the patient.

(g) A prescription prepared in accordance with § 505 written for a Schedule II narcotic controlled substance
for a patient enrolled in a hospice care program certified and/or paid for by Medicare under Title XVIII, or a
hospice program which is licensed by DHEC may be transmitted by the practitioner or the practitioner’s agent to
the dispensing pharmacy by facsimile. The practitioner or the practitioner’s agent shall note on the prescription
that the patient is a hospice patient. The facsimile serves as the original written prescription for purposes of this
paragraph (g) and shall be maintained in accordance with § 304(d). The written, signed, and voided prescription
shall be maintained in the medical record of the patient.

508.1. Limitations on prescriptions for schedule II substances.

Prescriptions for schedule II controlled substances shall not be issued for more than a thirty-one day supply of
the substance. No prescription for schedule II controlled substances shall be dispensed later than sixty days from
the date of issue.

508.2. Practitioner-patient relationship required.

Prior to the issuance of a prescription for, or the direct dispensing of any schedule II controlled substances, the
prescribing practitioner shall have a valid practitioner-patient relationship established with the recipient of the
prescription, such relationship to include, but not be limited to, a sufficient knowledge of the medical need of the
patient for such schedule II controlled substance, determination of the benefit to risk ratio of the use of such
substance, good faith determination of the identity and address of the patient, a determination of the physical
condition of the patient, and such practitioner shall be in personal attendance of the patient at the time of issuance
of the prescription. Any prescription issued by any practitioner for any person outside of the reasonable bounds
of a practitioner-patient relationship shall be deemed issued other than in the course of professional practice
required by the Act. A practitioner cannot usually acquire a valid patient-practitioner relationship with himself or
herself, nor with a member of his or her immediate family, due to the likelihood of the loss of or the vitiation of
the objectivity required in making the necessary medical decisions in order to properly prescribe or dispense
controlled substances. The practitioner may not be able to acquire a sufficient practitioner-patient relationship
with non-family members (i.e., fiancé or fiancee, close personal friend, paramour, etc.) if total objectivity in
deciding to prescribe or dispense controlled substances cannot be maintained due to such factors as extreme
compassion, ardor, extortion, etc. which would vitiate such objectivity. In the event of a bona fide emergency
situation, where great detriment to the health or safety of a patient may be involved, a practitioner may administer,
dispense or prescribe limited amounts of controlled substances to any person, notwithstanding the provisions of
this Section, until such time as another objective practitioner can be contacted.

509. Refilling prescription.
The refilling of a prescription for a controlled substance listed in schedule II is prohibited.

510. Partial filling of prescription.

(a) The partial filling of a prescription for a controlled substance listed in schedule II is permissible, if the
pharmacist is unable to supply the full quantity called for in a written or emergency oral prescription and he
makes a notation of the quantity supplied on the face of the written prescription (or written record of the
emergency oral prescription). The remaining portion of the prescription may be filled within 72 hours of the first
partial filling; however, if the remaining portion is not or cannot be filled within the 72-hour period, the
pharmacist shall so notify the prescribing individual practitioner. No further quantity may be supplied beyond 72
hours without a new prescription.

(b) Prescriptions for schedule II controlled substances issued for patients in Long Term Care Facilities
(LTCF) or for a patient with a medical diagnosis documenting a terminal illness may be dispensed in partial
quantities, to include individual dosage units. If there is any question whether a patient may be classified as
having a terminal illness, the pharmacist shall contact the practitioner prior to partially filling the prescription.
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Both the pharmacist and the prescribing practitioner have a corresponding responsibility to assure that the
controlled substance is for a terminally ill patient. The pharmacist shall record on the prescription whether the
patient is "terminally ill" or LTCF patient." A prescription that is partially filled and does not contain the notation
"terminally ill" or "LTCF patient" shall be deemed to have been filled in violation of the Act. For each partial
dispensing, the pharmacist shall record on the back of the prescription the date of the partial dispensing, quantity
dispensed, remaining quantity authorized to be dispensed, and the identification of the dispensing pharmacist.
Prior to any subsequent partial filling the pharmacist is to determine that the additional partial filling is necessary.
The total quantity of Schedule II controlled substances dispensed in all partial dispensings shall not exceed the
total quantity prescribed. Schedule II prescriptions, for patients in a LTCF or patients with a medical diagnosis
documenting a terminal illness shall be valid for a period not to exceed 30 days from the issue date unless sooner
terminated by the discontinuance of medication.

(c) Information pertaining to current Schedule II prescriptions for patients in a LTCF may be maintained in a
computerized system if this system has the capability to permit:

(1) Output (display or printout) of the original prescription number, date of issue, identification of
prescribing individual practitioner, identification of patient, identification of LTCF, identification of medication
authorized (to include dosage form, strength and quantity), listing of partial dispensings that have been dispensed
under each prescription and the information required in § 510(b).

(2) Immediate (real time) updating of the prescription record each time a partial dispensing of the
prescription is conducted.

(3) Retrieval of partially dispensed Schedule II prescription information is the same as required by §§
514(b)(4) and (5) for Schedule 111, IV, and V prescription refill information.

511.  Labeling of substance.

The pharmacist filling a written or emergency oral prescription for a controlled substance listed in schedule II
shall affix to the package a label showing date of filling, the pharmacy name and address, the serial number of the
prescription, the name of the patient, the name of the prescribing practitioner, and directions for use and
cautionary statements, if any, contained in such prescription or required by law. See also § 920.

512. Filing of prescriptions.
All written prescriptions and written records of emergency oral prescriptions shall be kept in accordance with
requirements of § 304.
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Controlled Substances listed in Schedules IIL, IV, and V.

513. Requirement of prescription.

(a) A pharmacist may dispense a controlled substance listed in schedule III, IV, or V which is a prescription
drug as determined under the Act, only pursuant to either a written prescription signed by a prescribing individual
practitioner or an oral prescription made by a prescribing individual practitioner and promptly reduced to writing
by the pharmacist containing all information required in § 505, except for the signature of the prescribing
individual practitioner.

(b) An individual practitioner may administer or dispense a controlled substance listed in schedule III, IV, or
V in the regular course of his or her professional practice without a prescription subject to § 507.

(c) An institutional practitioner may administer or dispense directly (but not prescribe) a controlled substance
listed in schedule III, IV, or V pursuant to a written prescription signed by a prescribing individual practitioner, or
pursuant to an oral prescription made by a prescribing individual practitioner and promptly reduced to writing by
the pharmacist (containing all information required in Regulation 505 except for the signature of the prescribing
individual practitioner), or pursuant to an order for medication made by an individual practitioner which is
dispensed for immediate administration to the ultimate user, subject to § 507.

514. Refilling of Prescriptions.

(a) No prescription for a controlled substance listed in schedule III, IV, or V shall be filled or refilled more
than six months after the date on which such prescription was issued and no such prescription authorized to be
refilled may be refilled more than five times. Each refilling of a prescription shall be entered on the back of the
prescription and shall indicate the date of each refilling, the quantity dispensed, and the initials of the dispensing
pharmacist in each refilling. If the pharmacist merely initials and dates the back of the prescription he shall be
deemed to have dispensed a refill for the face amount of the prescription. Additional quantities of controlled
substances listed in schedule III, IV, or V may only be authorized by a prescribing practitioner through issuance
of a new prescription as provided in § 513 which shall be a new and separate prescription.

(b) As an alternative to the procedures provided by subsection (a), an automated data processing system may
be used for the storage and retrieval of refill information for prescription orders for controlled substances in
Schedules 111, IV, and V, subject to the following conditions:

(1) Any such proposed computerized system shall provide online retrieval (via CRT display or hard-copy
printout information for those prescription orders which are currently authorized for refilling. This shall include,
but is not limited to data such as the original prescription number, date of issuance of the original prescription
order by the practitioner, full name and address of the patient, name, address, and DEA registration number of the
practitioner, and the name, strength, dosage form, quantity of the controlled substance prescribed (and quantity
dispensed if different from the quantity prescribed), and the total number of refills authorized by the prescribing
practitioner.

(2) Any such proposed computerized system shall also provide on-line retrieval (via CRT display or
hard-copy printout) of the current refill history for Schedule III, IV, or V controlled substance prescription orders
(those authorized for refill during the past six months). This refill history shall include, but is not limited to, the
name of the controlled substance, the date of refill, the quantity dispensed, the identification code, or name or
initials of the dispensing pharmacist for each refill and the total number of refills dispensed to date for that
prescription order.

(3) Documentation of the fact that the refill information entered into the computer each time a pharmacist
refills an original prescription order for a Schedule III, IV, or V controlled substance is correct shall be provided
by the individual pharmacist who makes use of such a system. If such a system provides a hard-copy of each
day's controlled substance prescription order refill data, that print-out shall be verified, dated, and signed by the
individual pharmacist who refilled such a prescription order. The individual pharmacist shall verify that the data
indicated is correct and then sign this document in the same manner as he or she would sign a check or legal
document (e.g. J.H. Smith or John H. Smith). This document shall be maintained in a separate file at that
pharmacy for a period of two years from the dispensing date. This printout of the day's controlled substance
prescription order refill data shall be provided to each pharmacy using such a computerized system within 72
hours of the date on which the refill was dispensed. It shall be verified and signed by each pharmacist who is
involved with such dispensing. In lieu of such a printout, the pharmacy shall maintain a bound log book, or
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separate file, in which each individual pharmacist involved in such dispensing shall sign a statement (in the
manner previously described) each day, attesting to the fact that the refill information entered into the computer
that day has been reviewed by him or her and is correct as shown. Such a book or file shall be maintained at the
pharmacy employing such a system for a period of two years after the date of dispensing the appropriately
authorized refill.

(4) Any such computerized system shall have the capability of producing a print-out of any refill data
which the user pharmacy is responsible for maintaining under the Act and its implementing regulation. For
example, this would include a refill-by-refill audit trail for any specified strength and dosage form of any
controlled substance (by either brand or generic name or both.) Such a print-out shall indicate name of the
prescribing practitioner, name and address of the patient, quantity dispensed on each refill, date of dispensing for
each refill, name or identification code of the dispensing pharmacist and the number of the original prescription
order. In any computerized system employed by a user pharmacy the central record-keeping location shall be
capable of sending the print-out to the pharmacy within 48 hours, and if a DEA Special Agent or compliance
Investigator or an Inspector from DHEC requests a copy of such print-out from the user pharmacy it shall, if
requested to do so by the Agent, Investigator, or Inspector verify the print-out transmittal capability of its system
by documentation (e.g. postmark).

(5) In the event that a pharmacy which employs such a computerized system experiences system down-
time, the pharmacy shall have an auxiliary procedure which will be used for the documentation of refills of
Schedule 11, IV, and V controlled substance prescription orders. This auxiliary procedure shall insure that refills
are authorized by the original prescription order, that the maximum number of refills has not been exceeded, and
that all of the appropriate data is retained for on-line data entry as soon as the computer system is available for use
again.

(c) When filing refill information for original prescription orders for Schedule III, IV, or V controlled
substances, a pharmacy may use the system described in either paragraph (a) or (b) of this section.

514.1. Limitations on prescriptions for Schedules III, IV, and V substances.

Prescriptions for controlled substances listed in Schedules III, IV, and V shall not be issued for more than a
thirty-one day supply of the substance. If authorized for refill, no prescription shall be refilled sooner than 48
hours prior to the time that the prescription should be consumed if the prescribed daily dosage is divided into the
total prescribed amount. (Example: 4 daily divided into 100 dosage units = 25 days.) Carry over time shall not
accrue between refills. In the event that the practitioner does not specify an exact daily dosage, the dispenser shall
calculate date of refill from the usual daily dosage recommended by the manufacturer of the controlled substance.

514.2. Practitioner-patient relationship required.

Prior to the issuance of a prescription for controlled substances listed in Schedule 111, IV, or V the prescribing
practitioner shall have a valid practitioner-patient relationship established with the recipient of the prescription,
such relationship to include, but not be limited to, a sufficient knowledge of the medical need of the patient for
such schedule III, IV, or V controlled substance, determination of the benefit to risk ratio of the use of such
substance, good faith determination of the identity and address of the patient, a determination of the physical
condition of the patient, and such practitioner shall be in personal attendance of the patient at the time of issuance
of the prescription. Any prescription issued by any practitioner for any person outside of the reasonable bounds
of a practitioner-patient relationship shall be deemed issued other than in the course of professional practice
required by the Act. A practitioner cannot usually acquire a valid patient-practitioner relationship with himself or
herself, now with a member of his or her immediate family, due to the likelihood of the loss or vitiation of the
objectivity required in making the necessary medical decisions in order to properly prescribe or dispense
controlled substances. The practitioner may not be able to acquire a sufficient practitioner-patient relationship
with non-family members (i.e., fiancé or fiancee, close personal friend, paramour, etc.) if total objectivity in
deciding to prescribe or dispense controlled substances cannot be maintained due to such factors as extreme
compassion, ardor, extortion, etc. which would vitiate such objectivity. In the event of a bona fide emergency
situation, where great detriment to the health or safety of a patient may be involved, a practitioner may administer,
dispense or prescribe limited amounts of controlled substances to any person, notwithstanding the provisions of
this Section, until such time as another objective practitioner can be contacted.
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514.3 Partial Filling of Prescriptions.

The partial filling (dispensing) of a prescription for a controlled substance listed in Schedules III, IV, or V is
permissible, provided that:

(a) Each partial filling is recorded in the same manner as a refilling.

(b) The total quantity dispensed in all partial fillings does not exceed the total quantity prescribed, and

(¢) No dispensing occurs after six months from the date on which the prescription was issued.

515. Labeling of substances.

The pharmacist filling a prescription for a controlled substance listed in schedule III, IV, or V shall affix to the
package a label showing the pharmacy name and address, the serial number of the prescription and the date of the
initial filling, the name of the patient, the name of the practitioner issuing the prescription, and directions for use
and cautionary statements, if any, contained in such prescriptions as required by law.

516. Filing prescriptions.
All prescriptions for controlled substances listed in schedules III, IV, and V shall be kept in accordance with §
304.

Controlled Substances Listed in Schedule V

517. Requirement of prescription

(a) A pharmacist may dispense a controlled substance listed in Schedule V pursuant to a prescription as
required for controlled substances listed in Schedules III and IV in § 513. A prescription for a controlled
substance listed in Schedule V may be refilled only as expressly authorized by the prescribing individual
practitioner on the prescription; if no such authorization is given, the prescription may not be refilled. A
pharmacist dispensing such substance pursuant to a prescription shall label the substance in accordance with §
515 and file the prescription in accordance with § 516.

(b) An individual practitioner may administer or dispense a controlled substance listed in Schedule V in the
course of his or her professional practice without a prescription, subject to § 507.

(c) An institutional practitioner may administer or dispense directly (but not prescribe) a controlled substance
listed in Schedule V only pursuant to a written prescription signed by the prescribing individual practitioner, or
pursuant to an oral prescription made by a prescribing individual practitioner and promptly reduced to writing by
the pharmacist (containing all information required in § 505 except for the signature of the prescribing individual
practitioner), or pursuant to an order for medication made by an individual practitioner which is dispensed for
immediate administration to the ultimate user, subject to § 507.

517.1 Limitation on prescriptions for schedule V substances

Prescriptions for schedule V controlled substances shall not be issued for more than a thirty-one day supply of
the substance. Such prescriptions shall not be refilled more than five times, or after six months from the date of
issue, and shall be refilled only if authorized by the prescribing practitioner.

518. Dispensing without prescription

A controlled substance in Schedule V, and a controlled substance listed in schedule II, III, or IV which is not a
prescription drug as determined under the Act, may be dispensed by a pharmacist without a prescription to a
purchaser at retail, provided that:

(a) Such distribution is made only by a pharmacist and not by a non-pharmacist employee even if under
the direct supervision of a pharmacist (although after the pharmacist has fulfilled his or her professional and legal
responsibilities set forth in this section, the actual cash, credit transaction, or delivery, may be completed by a
non-pharmacist):

(b) Not more than 240 ml. (8 ounces) of any such substance containing opium, nor more than 120 ml. (4
ounces) of any other controlled substance listed in Schedule V may be distributed at retail to the same purchaser
in any given 48-hour period;

(¢c) The purchaser is at least 18 years of age;
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(d) The pharmacist requires every purchaser of a controlled substance listed in Schedule V not known to
him or her to furnish suitable identification (including proof of age where appropriate);

(¢) A bound record book for distributions of controlled substances listed in Schedule V (other than by
prescription) is maintained by the pharmacist, which book shall contain the name and address of the purchaser,
the name and quantity of controlled substance purchased, the date of each purchase, and the name or initials of the
pharmacist who distributed the substance to the purchaser (the book shall be maintained in accordance with the
record keeping requirement of § 304 of this chapter); and

(f) A prescription is not required for distribution or dispensing of the substance pursuant to the Act or
any other law.

(g) Repetitive sales without prescription of Schedule V controlled substances without positive
determination of medical need by the pharmacist selling the non-prescription controlled substance shall be
deemed dispensing for other than medical purposes, and shall be prima facie evidence of detriment to the public
health and safety.

PART 6
Miscellaneous

601.  Severability.

If a provision of any section of Part 1 through 10 of this regulation is held invalid, all valid provisions that are
severable shall remain in effect. If a provision of any of this regulation is held invalid in one or more of its
applications, the provision shall remain in effect in all its valid applications that are severable.

602. Application of other laws.

Nothing in this regulation shall be construed as authorizing or permitting any person to do any act which such
person is not authorized or permitted to do under Federal laws or obligations under international treaties,
conventions or protocols, or under the law of the State in which he desires to do such act nor shall compliance
with such Parts be construed as compliance with other Federal or State laws unless expressly provided in such
other laws.

603. Exceptions in regulations.

Any person may apply for an exception to the application of any provision of these regulations by filing a
written request stating the reasons for such exception. Requests shall be filed with the Director. The Director may
grant an exception in his or her discretion, but in no case shall he or she be required to grant an exception to any
person which is not otherwise required by law or the regulations cited in this section.

Special Exceptions for Manufacture and Distribution of Controlled Substances

604.1 Distribution by Dispenser to another practitioner.

(a) A practitioner who is registered to dispense a controlled substance may distribute (without being
registered to distribute) a quantity of such substance to another practitioner for the purpose of general dispensing
by the practitioner to his or her patients, provided that;

(1) The practitioner to whom the controlled substance is to be distributed is registered under the Act to
dispense that controlled substance;

(2) The distribution is recorded by the distributing practitioner in accordance with § 316(e) of this
regulation and by the receiving practitioner in accordance with § 316(c) of this regulation;

(3) If the substance is listed in Schedule I or II, an order form (DEA Form 222) is used as required by
Part 4 of this regulation;

(4) The total number of dosage units of all controlled substances distributed by the practitioner pursuant
to this section during any 12 month period does not exceed five percent of the total number of dosage units of all
controlled substances distributed and dispensed by the practitioner during the twelve month period. Registrants in
existence less than 12 months shall prorate the time period, and shall not distribute more than five percent of the
dispensings for any monthly period.
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(b) If, at any time during any consecutive 12 month period during which the practitioner is registered to
dispense, there is reason to believe that the total number of dosage units of all controlled substance which will be
distributed by him or her pursuant to this section will exceed five percent of the total number of dosage units of all
controlled substances distributed and dispensed by him or her during the 12 month period, the practitioner shall
obtain a registration to distribute controlled substances.

605. Manufacture and distribution of narcotic solutions and compounds by a pharmacist.

As an incident to a distribution under § 604.1, a pharmacist may manufacture (without being registered to
manufacture) an aqueous or oleaginous solution or solid dosage form containing a narcotic controlled substance in
a proportion not exceeding 20 percent of the complete solution, compound, or mixture.

606. Distribution to supplier.

Any person lawfully in possession of a controlled substance listed in any schedule may distribute (without
being registered to distribute) that substance to the person from whom he or she obtained it or to the manufacturer
of the substance, provided that a written record is maintained which indicates the date of the transaction, the
name, form and quantity of the substance, the name, address, and registration number, if any, of the person
making the distribution, and the name, address, and registration number, if know, of the supplier or manufacturer.
In the case of returning a controlled substance listed in schedule I or II, an order form shall be used in the manner
prescribed in Part 4 of these regulations and be maintained as the written record of the transaction.

607. Distribution upon discontinuance of transfer of business.

(a) Any registrant desiring to discontinue business activities altogether or with respect to controlled
substances (without transferring such business activities to another person) shall return for cancellation his or her
certificate of registration, and any un-executed order forms in his or her possession, to the Registration Unit,
DEA, Department of Justice, Post Office Box 28083, Central Station, Washington, DC 20005, or to Bureau of
Drug Control, DHEC, 2600 Bull Street, Columbia, SC 29201. Any controlled substances in his or her possession
may be disposed of in accordance with § 609.

(b) Any registrant desiring to discontinue business activities altogether or with respect to controlled
substances (by transferring such business activities to another person) shall submit in person or by registered or
certified mail, return receipt requested, to the Director at least 14 days in advance of the date of the proposed
transfer (unless the Director waives this time limitation in individual instances), the following information:

(1) The name, address, registration number, and authorized business activity of the registrant
discontinuing the business (registrant-transferor);

(2) The name, address, registration number, and authorized business activity of the person acquiring the
business (registrant-transferee);

(3) Whether the business activities will be continued at the location registered by the person
discontinuing business, or moved to another location (if the latter, the address of the new location should be
listed);

(4) Whether the registrant-transferor has a quota to manufacture or procure any controlled substance
listed in schedule I or II (if so, the basic class or class of the substance should be indicated); and

(5) The date on which the transfer of controlled substances will occur.

(¢) Unless the registrant-transferor is informed by the Director, before the date on which the transfer was
stated to occur, that the transfer may not occur, the registrant-transferor may distribute (without being registered
to distribute) controlled substances in his or her possession to the registrant-transferee in accordance with the
following:

(1) On the date of transfer of the controlled substances, a complete inventory of all controlled substances
being transferred shall be taken in accordance with §§ 305-312. This inventory shall serve as the final inventory
of the registrant-transferor and the initial inventory of the registrant-transferee, and a copy of the inventory shall
be included in the records of each person. It shall not be necessary to file a copy of the inventory with the Bureau
of Drug Control unless requested by the Director. Transfers of any substances listed in schedules I or II shall
require the use of order forms in accordance with Part 1305 of the Federal Regulations.

(2) On the date of transfer of the controlled substances, all records required to be kept by the registrant-
transferor with reference to the controlled substances being transferred, under Part 3 of this Regulation, shall be
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transferred to the registrant-transferee. Responsibility for the accuracy of records prior to the date of transfer
remains with the transferor, but responsibility for custody and maintenance shall be upon the transferee.

(3) In the case of registrants required to make reports pursuant to Part 3 of this Regulation, a report
marked "Final" will be prepared and submitted by the registrant-transferor showing the disposition of all the
controlled substances for which a report is required; no additional report will be required from him or her, if no
further transactions involving controlled substances are consummated by him or her. The initial report of the
registrant-transferee shall account for transactions beginning with the day next succeeding the date of
discontinuance or transfer of business by the transferor-registrant, and the substances transferred to him or her
shall be reported as receipts in his or her initial report.

608. Incidental manufacture of controlled substances.

Any registered manufacturer who, incidentally but necessarily, manufactures a controlled substance or basic
class of controlled substance for which he is registered and has been issued an individual manufacturing quota (if
such substance or class is listed in schedule I or II) shall be exempt from the requirement of registration pursuant
to Part I of this chapter and, if such incidentally manufactured substance is listed in schedule I or II, shall be
exempt from the requirement of an individual manufacturing quota, if such substances are disposed of in
accordance with § 609.

Disposal of Controlled Substances

609. Procedure for disposing of controlled substances.

(a) Any person in possession of any controlled substance and desiring or required to dispose of such
substance may request the Director for authority and instructions to dispose of such substance. The request
should be made as follows:

(1) If the person is a registrant required to make reports pursuant to Part 3 of this chapter, he or she shall
list the controlled substance, or substances which he or she desires to dispose of on the "b" subpart of the report
normally filed by him or her, and submit three copies of that subpart to the Director;

(2) If the person is a registrant not required to make reports pursuant to Part 2 of this chapter, he or she
shall list the controlled substance or substances which he or she desires to dispose of on DHEC Form 41 and
submit three copies of that form to the Director; and

(3) If'the person is not a registrant, he or she shall submit to the Director a letter stating:

(1) The name and address of the person;

(i) The name and quantity of each controlled substance to be disposed of;

(iii))  How the applicant obtained the substance, if known; and

(iv)  The name, address, and registration number, if known, of the person who possessed the
controlled substances prior to the applicant, if known.
The name, address, and registration number, if known, of the person who possessed the controlled substances
prior to the applicant, if known.

(b) The Director shall authorize and instruct the applicant to dispose of the controlled substance in one of the
following manners:

(1) By transfer to person registered under the Act and authorized to possess the substance;

(2) By destruction in the presence of an agent of the Bureau of Drug Control or other authorized person,
or

(3) By such other means as the Director may determine to assure that the substance does not become
available to unauthorized persons.

(c) In the event that a registrant is required regularly to dispose of controlled substances, the Director may
authorize the registrant to dispose of such substances, in accordance with paragraph (b) of this section, without
prior approval of the Bureau of Drug Control in each instance, on the condition that the registrant keep records of
such disposals and file periodic reports with the Director summarizing the disposals made by the registrant. In
granting such authority, the Director may place such condition as he deems proper on the disposal of controlled
substances, including the method of disposal and the frequency and detail of reports.

PART 7
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Schedules of Controlled Substances

701. Schedule I.

Any substance declared a controlled substance in schedule I by the DEA, United States Department of Justice
or its successor agency, and listed in 21 CFR § 1308.11, shall be considered a schedule I controlled substance
within the meaning of this regulation upon the effective date specified in the Federal Register announcement.

702. Schedule II.

Any substance declared a controlled substance in schedule II by the DEA, United States Department of
Justice, or its successor agency, and listed in 21 CFR § 1308.12, shall be considered a schedule 11 Controlled
Substance within the meaning of this regulation upon the effective date specified in the Federal Register
announcement.

703.  Schedule III.

Any substance declared a controlled substance in schedule III by DEA, United States Department of Justice,
or its successor agency, and listed in 21CFR § 1308.13, shall be considered a Schedule III Controlled Substance
within the meaning of this regulation upon the effective date specified in the Federal Register announcement.

704.  Schedule IV.

Any substance declared a controlled substance in schedule IV by the DEA, United States Department of
Justice, or its successor agency, and listed in 21 CFR § 1308.14, shall be considered a Schedule IV Controlled
Substance within the meaning of this regulation upon the effective date specified in the Federal Register
announcement.

705.  Schedule V.

Any substance declared a controlled substance in schedule V by the DEA, United States Department of
Justice, or its successor agency, and listed in 21 CFR § 1308.15, shall be considered a Schedule V Controlled
Substance within the meaning of this regulation upon the effective date specified in the Federal Register
announcement.

Excluded Non-narcotic Substances

706.  Application for exclusion of a non-narcotic substance.

(a) Any person seeking to have any non-narcotic substance which may, under the Federal Food, Drug and
Cosmetic Act (21 USC 301, et seq.), be lawfully sold over the counter without a prescription, excluded from any
schedule, pursuant to the Act, may apply to the Director, Bureau of Drug Control, DHEC, 2600 Bull Street,
Columbia, SC 29201. No substance, drug, or any other product which is not excluded or exempted under the
Federal Controlled Substances Act (21 USC Section 801 et seq.) or regulations (21 CFR § 1301 et seq.) may
lawfully be excluded or exempted under state law pursuant to Federal preemption under the provisions of 21 USC
Section 903.

(b) An application for an exclusion under this section shall be handled by the Director, in determining
whether the substance shall be excluded, in the manner prescribed for petitions to classify a substance on a
schedule set forth in 21 CFR § 1301 et seq.

707.  Excluded substances.
Substances excluded from Federal schedules of controlled substances by Federal regulation 21 CFR § 1308.22
of the DEA, U.S. Department of Justice, are hereby excluded from the schedules of this regulation.

Excepted Stimulant or Depressant Compounds

708.  Application for exception of a stimulant or depressant compound.
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An application for an exception under this section shall be handled in the manner prescribed for petitions to
classify a substance on any schedule set forth in Federal Regulation 21 CFR § 1308.31.

709. Excepted compounds.
Substances excepted from Federal schedules of controlled substances pursuant to 21 CFR § 1308.32 are
hereby excepted from the provisions of this regulation.

710-799. (Reserved)

PART 8

Hearings and Other Administrative Matters.
Subpart A

801. Hearings.
Hearings shall be conducted in the manner set forth by the Office of General Counsel, DHEC.

802. (Reserved)

803.  Authority to make inspections.

In carrying out his or her functions under the Act, the Director, through his or her inspectors, is authorized in
accordance with the Act to enter controlled premises and conduct administrative inspections thereof, for the
purpose of:

(a) Inspecting, copying, and verifying the correctness of records, reports, or other documents required to be
kept or made under the Act and any regulations promulgated under the Act, including, but not limited to,
inventory and other records required to be kept pursuant to Part 3 of this chapter, order form records required to
be kept pursuant to Part 4 of this chapter, prescription and distribution records required to be kept pursuant to Part
5 of this chapter, shipping records identifying the name of each carrier used and the date and quantity of each
shipment, and storage records identifying the name of each warehouse used and the date and quantity of each
storage;

(b) Inspecting within reasonable limits and in a reasonable manner all pertinent equipment, finished and
unfinished controlled substances and other substances or materials, containers, and labeling found at the
controlled premises relating to this Act;

(¢) Making a physical inventory of all controlled substances on hand at the premises;

(d) Collecting samples of controlled substances or precursors (in the event any samples are collected during
an inspection, the inspector shall issue a receipt for such samples on DEA Form 84 to the owner, operator, or
agent in charge of the premises);

(e) Checking of records and information on distribution of controlled substances by the registrant as they
relate to total distribution of the registrant (i.e., has the distribution in controlled substances increased markedly
within the past year, and if so, why); and

(f) Except as provided in § 804, all other things therein (including records, files, papers, processes, controls
and facilities) appropriate for verification of the records, reports, documents referred to above or otherwise
bearing on the provisions of the Act and the regulations thereunder.

804. Exclusion from inspection.
(a) Unless the owner, operator, or agent in charge of the controlled premises so consents, no inspection
authorized by the regulations shall extend to:
(1) Financial data;
(2) Sales data other than shipping data; or
(3) Pricing data.
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805. Entry.
An inspection shall be carried out by an inspector. Any such inspector, upon:
(a) Stating his or her purpose and
(b) Presenting to the owner, operator, or agent in charge of the premises to be inspected:
(1) Appropriate credentials, or
(2) Written notice of or her inspection authority under § 803 and the Act, or
(c) Receiving informed consent under § 808 of this Regulation or through the use of administrative warrant
issued under the Act shall have the right to enter such premises and conduct inspections at reasonable times and in
a reasonable manner.

806. Notice of inspection.
The notice of inspection shall contain:
(a) The name and title of the owner, operator, or agent in charge of the controlled premises;
(b) The controlled premises name;
(c) The address of the controlled premises to be inspected;
(d) The date and time of the inspection;
(e) A statement that a notice of inspection is given pursuant to the Act;
(f) A reproduction of the pertinent parts of the Act; and
(g) The signature of the inspector.

807. (Reserved)

808. Consent to inspection.

(a) An administrative inspection warrant shall not be required if informed consent is obtained from the
owner, operator, or agent in charge of the controlled premises to be inspected.

(b) Wherever possible, informed consent obtained by the inspector shall consist of a written statement signed
by the owner, operator or agent in charge of the premises to be inspected.

(c) After August 17, 1974, informed consent may be shown by the production of a completed registration
application or certificate, which shall contain printed thereon a preamble and conditions of registration.

809. Application for administrative inspection warrant.
(a) An administrative inspection warrant application shall be submitted to any judge or any magistrate and
shall contain the following information:

(1) The name and address of the controlled premises to be inspected;

(2) A statement of statutory authority for the administrative inspection warrant, and that the fact that the
particular inspection in question is designed to insure compliance with the regulations promulgated under those
acts;

(3) A statement relating to the nature and extent of the administrative inspection, including, where
necessary, a request to seize specified items and/or to collect samples of finished or unfinished controlled
substances;

(4) A statement that the establishment either:

(1) has not been previously inspected, or
(i1) was last inspected on a particular date.
(b) The application shall be submitted under oath to an appropriate judge or magistrate.

810. Administrative probable cause

If the judge or magistrate is satisfied that "administrative probable cause" exists, he shall issue an
administrative warrant. Administrative probable cause shall not mean criminal probable cause as defined by
Federal or State statute or case law.

811. Execution of warrants.
An administrative inspection warrant shall be executed and returned as required by, and any inventory or
seizure made shall comply with the requirements of the Act. The inspection shall begin as soon as is practicable
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after the issuance of the administrative inspection warrant and shall be completed with reasonable promptness.
The inspection shall be conducted during regular business hours and shall be completed in a reasonable manner.

812.  Refusal to allow inspection with an administrative warrant.

If a registrant or any person subject to the Act refuses to permit execution of an administrative warrant or
impedes the inspector in the execution of that warrant, he shall be advised that such refusal or action constitutes a
violation of the Act. If he or she persists and the circumstances warrant, he she shall be arrested and the
inspection shall commence or continue.

813. (Reserved)
Subpart B
Protection of Researchers and Research Subjects

814. Confidentiality of research subjects.

(a) Any person registered to conduct a bona fide research project with controlled substances under the
Act who intends to maintain the confidentiality of those persons who are the subjects of such research, shall, upon
registration or within a reasonable time thereafter, submit to the Bureau of Drug Control, DHEC, 2600 Bull
Street, Columbia, SC 29201, a separate request for each research project involving controlled substances, which
shall contain the following:

(1) The researcher's registration number for that project;

(2) The location of the research project;

(3) A general description of the research or a copy of the research protocol;

(4) A specific request to withhold the names and/or any other identifying characteristics of the research
subjects; and

(5) The reasons supporting the request.

(b) Within 60 days from the date of receipt of the request, the Director shall issue a letter, either granting
confidentiality, requesting additional information or denying confidentiality, in which case the reasons for the
denial shall be included. A grant of confidentiality shall be limited solely to the specific research project
indicated in the request.

(c) Within 30 days after the date of completion of the research project, the researcher shall so notify the
Director.

(d) In addition to the requirements set forth in paragraphs (a), (b), and (c) of this Section, the person
requesting confidentiality of research subjects shall also provide the Bureau of Drug Control with a copy of the
petition to the Attorney General of the United States required pursuant to the provisions of 21 CFR § 1316.23. In
the event that the Federal petition for confidentiality is not granted, or is withdrawn by the Attorney General of
the United States, the Bureau of Drug Control shall, after notice to the researcher, remove its grant of
confidentiality, if previously granted.

815. Exemption from prosecution for researcher.

(a) Upon registration of a practitioner to engage in research in controlled substances under the Act, the
Bureau of Drug Control, DHEC, on its own motion or upon request in writing from the Commissioner or from the
practitioner, may exempt the registrant when acting within the scope of his or her registration, from prosecution
under State or local laws for offenses relating to possession, distribution or dispensing of those controlled
substances within the scope of his or her exemption. However, this exemption does not diminish any requirement
of compliance with the Federal Food, Drug and Cosmetic Act (21 USC 301, et seq.) or with the Federal
Controlled Substances Act (84 Stat. 1242; 21 U.S.C. 801, et seq.).

(b) All petitions for Grants of Exemption from Prosecution for the Researcher shall be addressed to the
Director, Bureau of Drug Control, SCDHEC, 2600 Bull Street, Columbia, SC 29201, and shall contain the
following:

(1) The researcher's registration number, if any, for the project;
(2) The location of the research of the research project;
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(3) The qualifications of the principal investigator;

(4) A general description of the research or a copy of the research protocol;

(5) The source of funding for the research project;

(6) A statement as to the risks posed to the research subjects by the research procedures and what
measures of protection will be afforded to the research subjects;

(7) A statement as to the risks posed to society in general by the research procedures and what measures
will be taken to protect the interests of society;

(8) A specific request for exemption from prosecution by Federal, State, or local authorities for offenses
related to the possession, distribution, and dispensing of controlled substances in accord with the procedures
described in the research protocol;

(9) A statement establishing that a grant of exemption from prosecution is necessary to the successful
completion of the research project;

(c) Any researcher or practitioner proposing to engage in research requesting both exemption from
prosecution and confidentiality of identity of research subjects may submit a single petition incorporating the
information required in §§ 814 and 815.

(d) The exemption shall consist of a letter issued by the Director, which shall include:

(1) The researcher's name and address;

(2) The researcher's registration number for the research project;

(3) The location of the research project;

(4) A concise statement of the scope of the researcher's registration; and

(5) The limits of the exemption;

(6) The exemption shall apply to all acts done in the scope of the exemption while the exemption is in
effect. The exemption shall remain in effect until completion of the research project or until the registration of the
researcher is either revoked or suspended or his or her removal of registration is denied. However, the protection
afforded by the grant of exemption from prosecution during the research period shall be perpetual.

(e) Within 30 days of the date of completion of the research project, the researcher shall so notify the
Director. The Director shall issue another letter including the information required in paragraph (d) of this section
and stating the date on which the period of exemption concluded; upon receipt of this letter, the researcher shall
return the original letter of exemption.

South Carolina State Register Vol. 27, Issue 6
June 27, 2003



154 FINAL REGULATIONS
Subpart C
Enforcement Proceedings

816.  Authority for enforcement proceeding.

A hearing may be ordered or granted by the Director of the Bureau of Drug Control, at his or her discretion, to
permit any person against whom criminal and/or civil action is contemplated under the Act an opportunity to
present his or her views and his or her proposals for bringing his or her alleged violations into compliance with
the law. Such hearing will also permit him or her to show cause why prosecution should not be instituted, or to
present his or her views on the contemplated proceeding.

817.  Notice of proceeding; time and place.

Appropriate notice designating the time and place for the hearing shall be given to the person. Upon request,
timely and properly made, by the person to whom notice has been given, the time and place of the hearing, or
both, may be changed if the request states reasonable grounds for such change. Such request shall be addressed to
the Director who issued the notice.

818. Conduct of proceeding.

Presentation of views at a hearing under this Subpart shall be private and informal. The views presented shall
be confined to matters relevant to bringing violations into compliance with the Act or to other contemplated
proceedings under the Act. These views may be presented orally or in writing by the person to whom the notice
was given, or by his or her authorized representative.

PART 9
Handling and Administering Controlled Substances in Hospitals.

901. Hospital registration.
All hospitals (except those owned and operated by the Federal government) shall be registered with DHEC in
controlled substances schedules II through V inclusive.

902. Practitioners' registration.

Physicians and other practitioners who prescribe or order controlled substances for, or administer controlled
substances to, patients in a hospital, shall be registered under the provisions of Article 3 of Chapter 53 of Title 44
of the 1976 Code.

903. Interns' registration.

An intern employed by a hospital may prescribe or order the administration of controlled substances for
patients within the hospital, provided, that such intern has completed his or her course of study in a recognized
college of medicine and has been duly licensed by the Board of Medical Examiners of South Carolina to practice
medicine within this state, and has duly registered with DHEC and the DEA under the respective Controlled
Substances Acts. An intern who is not licensed to practice medicine within this state may not register.

904. Damaged controlled substances.

Damaged, deteriorated, surplus, outdated, unusable, or unsalable controlled substances shall be returned to a
manufacturer or a distributor for credit, or destroyed pursuant to State and Federal regulations in the manner
provided for elsewhere within this chapter, on an annual basis. All such controlled substances shall be separated
from usable or active stock; the registrant or his or her agent shall maintain a current inventory (similar to a
perpetual inventory) of these substances until such substances can be returned to a manufacturer or distributor or
destroyed in accordance with the above provisions. Returns to manufacturers and distributors can be made at any
time within the year, and may, for good reason shown, be delayed past one year upon notice to DHEC.
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905. Responsibility for controlled substances.

The administrative head of the hospital as a registrant under the Controlled Substances Act is responsible for
the proper safeguarding and handling of controlled substances within the hospital. Responsibility for storage,
accountability, and proper dispensing of controlled substances from the pharmacy may be delegated to a
pharmacist employed by the hospital. Likewise, the Director of Nursing is usually delegated the authority for
proper storage at nursing stations, and use, as directed by physician orders. However, delegation of authority does
not relieve the administrator of the hospital of supervisory responsibility to insure detection and correction or any
diversion of mishandling. The administrator shall be certain that all possible control measures are observed, and
that any suspected diversion or mishandling of controlled substances is reported immediately to the Bureau of
Drug Control for investigation. The administrator is ultimately responsible that all thefts be reported to DHEC
pursuant to §§ 149 through 150 of this Regulation.

906. Prescriptions not required on floor-stocked Controlled Substances.

(a) Physicians' orders for patients within the hospital shall appear on the doctor's order sheet and no
prescription is required. (It is unlawful for a hospital to fill or dispense a physician's prescription on an outpatient
basis unless the hospital maintains a pharmacy holding a permit for such issued by the South Carolina Board of
Pharmacy, and which is under the supervision of a registered pharmacist.) The nursing station floor stock used in
administering controlled substances in any schedule shall be accounted for on a controlled substances certificate
or disposition form. The physician's order sheet shall be checked against the medication administration record
(MAR) and the controlled substances control sheet periodically by the person in charge of the pharmacy or drug
room.

(b) Due to finite limits of nursing unit controlled substances storage areas, controlled substances that are not
kept as floor stock will be occasionally ordered. Proper accountability for these controlled substances not included
in floor stock require that they be issued on an individual demand basis with an accompanying sign-out control
sheet. Any amount of these controlled substances which are not administered to or ingested by the patient shall
be returned to the pharmacy within 72 hours after the medication order is discontinued by the individual
practitioner treating the patient.

(c) Controlled substances secured from or obtained by prescription from retail sources outside the hospital
are to be stored securely with all other controlled substances on the nursing unit. These controlled substances are
to be monitored as to their administration to the patient by a supplemental controlled substances disposition sheet.
This sheet should be designated with a control number or an identifying mark in order to distinguish it from
regular hospital stock. If the patient is discharged before all of these controlled substances are administered, the
amount sent home with the patient (if any) shall be noted on the disposition sheet and signed and dated by a
registered nurse involved in the discharge process, who shall cause the sheet to be transmitted to the hospital
pharmacy. In the event there are controlled substances obtained from outside sources which are not to be sent
home with the patient, or if the patient expires and there are unutilized controlled substances from these sources,
the balance of the medication shall be noted on the sheet by the Registered Nurse, and the sheet and the
medication shall be returned to the hospital pharmacy for disposition.

(d) All orders shall be signed by the practitioner.

(e) All controlled substances within a hospital that are not located within the hospital pharmacy shall be
accompanied by a disposition sheet or a sign-out sheet upon which to record the administration of the substance,
whether the substance originated as hospital stock, from a retail source outside the hospital, or was brought into
the hospital by the patient with the consent of the hospital and the patient's practitioner.

907.  Registry number.

The physician's full name shall appear on the physician's order sheet. The physician's registry number is not
required on the sheet, but shall be recorded within the pharmacy or drug room.

908. Telephone orders.
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Telephone orders for hospital patients are permissible only in absolute necessity. The nurse will write the
order on the physician's order sheet, stating "Telephone Order" and sign the physician's name and the nurse's
initials. The controlled substance may be administered at once. The physician shall verify his or her telephoned
order by signature upon the patient's chart within 72 hours.

909. Verbal orders.
Verbal (oral) orders for hospital patients are permitted in a bona fide emergency. Such orders shall be handled
in the same manner as telephone orders.

910. Controlled substances records.

All orders and records of controlled substances shall be in ink, typed, or indelible pencil. Mechanical systems
may be used to collect and store this data. All data shall be kept in a readily retrievable manner as set forth in §§
301, 303, 304, 313, and 316 of this regulation. Any mechanical system shall be designed to retrieve data in such a
manner as to show individual controlled substance activity per nursing unit as well as individual controlled
substance volume in its entirety. This shall include, but is not limited to, control numbers, date dispensed, identity
of the controlled substance, strength, quantity dispensed, and location within the hospital.

911. Procedure in case of waste, destruction, contamination, etc.

(a) Aliquot part of solutions used for drugs: The nurse shall use the proper number of tablets or ampoules
from nursing unit stock. The nurse shall record the number of tablets or ampoules used and the does given in the
proper columns of the controlled substances disposition sheet. The nurse shall expel into the sink that portion of
the solution not used. The aliquot shall be recorded and witnessed by a second signature on the back of the
disposition sheet, or on a separate waste form designated by the hospital.

(b) Prepared dose refused by patient or canceled by physician: When a dose of a controlled substance has
been prepared for a patient but not used due to refusal by the patient or cancellation by the physician, or has been
accidentally contaminated during the regular course of administering the drug to the patient for whom it has been
ordered (e.g., blood aspirated into a syringe when beginning the administration of an intra-muscular medication)
the nurse shall expel the solution into the sink, and record on the back of the disposition sheet the reason why the
controlled substance was not administered.

Example: "Discarded: Refused by patient," or "Order cancelled by Dr. A. Jones." The head nurse of the
unit shall sign the statement.

(c) Accidental destruction of controlled substance: When a solution, table, ampoule or substance is
accidentally destroyed on a nursing unit, the person responsible shall indicate the accidental loss by writing
"wasted; see waste report" on the line allowed for the record on the controlled substances disposition sheet. The
person shall write on the back of the disposition sheet a complete report of the accident and sign the statement.
The head nurse or charge nurse of the unit shall witness and sign the statement when complete.

(d) Contaminated or broken hypodermic tablets and contaminated controlled substance solutions: When a
controlled substance hypodermic tablet is contaminated or broken or a controlled substance solution is
contaminated, the person responsible or the head nurse shall place the tablets, particles, or solution in a suitable
container and label. The person responsible, or the head nurse, shall indicate the contaminated controlled
substance by check in the space or spaces allowed for the record on the controlled substance disposition sheet of
that substance. He or she shall write on the back of the sheet a complete report and sign the statement when
complete. The container with the contaminated controlled substance shall be returned to the pharmacy or drug
room. The pharmacist or person in charge of the drug room will receive it and note on the controlled substances
disposition sheet covering the particular substance that it has been returned. The hospital shall return the material
either by itself or with similar controlled substance material at a convenient time, to the DEA or the Bureau of
Drug Control, DHEC, through an Inspector. (In using the above procedure, the head nurse should sign entries as
a witness.)

912. Procedures in case of loss, theft, etc.
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(a) Discrepancies in controlled substances count: Those involving small amounts (such as single doses) shall
be reported to a responsible supervisory official. An investigation should be made to determine the cause of the
loss. A copy of the report of the investigation, signed by the responsible supervisor shall be filed with the hospital
controlled substance records, and appropriate action taken to prevent recurrence.

(b) Recurring shortages: In cases of recurring shortages or loss of significant quantities of controlled
substances (several doses), a thorough investigation shall be made, making every effort to determine the reason
for the shortages, and the person responsible for the shortage, if possible. A complete report of the incident and
findings shall be made to the administrative authority of the hospital. Appropriate action shall be taken
immediately to prevent recurrence. A copy of the report, including any findings resulting from the local
investigations, and a theft report, as required by §147, shall be forwarded to the Bureau of Drug Control, DHEC,
2600 Bull Street, Columbia, SC 29201.

913. (Reserved)

914. Controlled substances of physician's office or bag.

It is unlawful for a physician to obtain substances for his or her office or bag use from the controlled
substances stock of the hospital. A physician may obtain his or her controlled substances from a drug wholesaler
by invoice; Schedule II substances shall be acquired through the use of order forms supplied by the DEA, U. S.
Department of Justice (DEA Forms 222). Those hospitals maintaining permitted ret