Title 25. Hedlth Services

Part 1. Texas Department of Hedlth

Chapter 96. Bloodborne Pathogen Control

New 8896.101, 96.201-96.203, 96.301-96.304, 96.401-96.402, 96.501, 96.601
896.101. Definitions.

The following words and terms when used in this chapter shdl have the following meanings unless the
context clearly indicates otherwise.

(1) Blood - Human blood, human blood components, and products made from human blood.

(2) Bloodborne pathogens - Pathogenic microorganismsthat are present in human blood and that
can cause diseases in humans, and include:

(A) hepatitis B virus (HBV);
(B) hepdtitis C virus (HCV); and
(©) human immunodeficiency virus (HIV).

(3) Contaminated—The presence or reasonably anticipated presence of blood or other potentialy
infectious materid on an item or surface.

(4) Contaminated equipment - Any equipment used in the workplace that has been soiled with
blood or other potentidly infectious materials on an item or surface.

(5) Contaminated sharpsinjury - Any sharpsinjury that occurs with asharp used or encountered
in ahedlth care setting that is contaminated with human blood or body fluids,

(6) Device- Aningrument, gpparatus, implement, machine, contrivance, implant, in vitro reagent,
or other smilar or related article, including any component, part, or accessory that is.

(A) recognized in the officid United States Pharmacopoeia Nationad Formulary or any
supplement to it;

(B) intended for use in the diagnoss of disease or other conditions, or in the cure,
mitigation, trestment, or prevention of disease in man or other animals; or

(C) intended to affect the structure or any function of the body of man or other animasand
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that does not achieve any of its principa intended purposes through chemical action within or on the body
of man or other animals and is not dependent on metabolization for the achievement of any of itsprincipa
intended purposes.

(7) Employee - An individual who works for a governmental unit or on premises owned or
operated by a governmenta unit whether or not he or sheis directly compensated by the governmenta
unit.

(8) Employs - Engages the services of employees.

(9) Engineered sharpsinjury protection - A physicd attribute that:

(A) ishbuilt into a needle device used for withdrawing body fluids, accessng a vein or
artery, or administering medications or other fluids and that effectively reduces the risk of an exposure
incdent by a mechanism, such as barier credtion, blunting, encapsulation, withdrawa, retraction,
destruction, or another effective mechanism; or

(B) isbuiltinto any other type of needle device, into anonneedle sharp, or into anonneedle
infusion safety securement device that effectively reduces the risk of an exposure incident.

(10) Exposure incident - A specific eye, mouth, other mucous membrane, nonintact skin, or
parentera contact with blood or other potentialy infectious materias that results from the performance of
an employee sduties.

(11) Governmenta unit - This State and any agency of the state, including a department, bureau,
board, commission, or office and includes.

(A) apodlitica subdivison of thisgtate, including any municipdity, county, or specid didrict;
or

(B) any other ingtitution of government, including an ingtitution of higher education.
(12) HBV - Hepatitis B virus.
(13) HCV - Hepatitis C virus.
(14) Hedlth care professond - A person whose legdly permitted scope of practice
dlows him or her to independently evauate an employee of a governmental unit and determine the

appropriate interventions after an exposure incident; this would include hepdtitis B vaccination and
postexposure evauation and follow up.
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(15) HIV - Human immunodeficiency virus.

(16) Needleless system - A device that does not use a needle and that is used:

(A) to withdraw body fluids after initid venous or arteria access is established;

(B) to administer medication or fluids; or

(©) for any other procedure involving the potentid for an exposure incident.

(17) Occupationa exposure - A reasonably anticipated skin, eye, mucous membrane, or
parentera contact with blood or other potentialy infectious materidsthat may result from the performance
of an employee sduties.

(18) Other potentidly infectious materids include:

(A) thefollowing human body fluids: semen, vagind secretions, cerebrospind fluid, synovid
fluid, pleurd fluid, pericardid fluid, peritoned fluid, amniotic fluid, salivain denta procedures, any body fluid
that is visbly contaminated with blood, and dl body fluidsin Stuationswhereit isdifficult or impossbleto
differentiate between body fluids,

(B) any unfixed tissue or organ (other than intact skin) from a human, living or deed; and

(©) HIV-containing cdll or tissue cultures, organ cultures, and HIV- or HBV- containing
culture medium or other solutions; and blood, organs, or other tissues from experimenta animasinfected
with HIV or HBV.

(19) Persond protective equipment - Speciaized clothing or equipment worn by an employee for
protectionagaingt ahazard. Generd work clothes (eg, uniforms, pants, shirts, or blouses) not intended to
function as protection against a hazard are not considered to be personal protective equipment.

(20) Regulated waste/specid waste from hedth care-rdated facilities - Solid waste which if
improperly treated or handled may serveto transmit an infectious disease(s) and which iscomposed of the
fallowing:

(A) animd wadte;

(B) bulk blood, bulk human blood products, or bulk human body fluids;

(C) microbiologicd waste;

Find - 3



(D) pathologicd waste; or
(E) sharps.

(21) Sharp - An object used or encountered in a health care setting that can be reasonably
anticipated to penetrate the skin or any other part of the body and to result in an exposure incident and
includes

(A) needle devices,

(B) scapels,

(©) lancets,

(D) apiece of broken glass,

(E) abroken capillary tube;

(F) an exposed end of adenta wire; or
(G) adentd knife, drill, or bur.

(22) Sharpsinjury - Any injury caused by asharp, including a cut, abrasion, or needlestick.

(23) Universd precautions/standard precautions - Approaches to infection control as defined in
Title 29 Code of Federa Regulation §1910.1030, Occupationd Safety and Hedth Administration
(OSHA), Bloodborne Pathogens Standard and Morbidity and Hospitd Infection Control Practices
Advisory Committee, Guiddine for isolation precautions in hospitals published in Infection Control
Hospital Epidemiology, 1996;17:53-80, and American Journal of Infection Control, 1996;24:24-52.
According to the concept of universal precautions, al human blood and certain human body fluids are
treated asif known to be infectious for HIV, HBV, and other bloodborne pathogens.

896.201. Applicability.
(@ These minimum standards gpply to a governmentd unit that employs employees who:

(1) provide sarvicesinapublic or private facility providing hedth care-rdated
services, including home hedlth care organizations; or

(2) otherwise have arisk of exposure to blood or other materia potentialy containing
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bloodborne pathogens in connection with exposure to sharps.

(b) These governmentd units would include, but are not limited to, hospitd district hospitds, city
hospitals, county hospitals, city/county hospitas, hospital authority hospitals, local hedth departments,
regiond hedth departments, state hospitals, Mental Hedlth Menta Retardation state hospitals and state
schools, community menta health menta retardation centers, Texas'Y outh Commission, Texas Department
of Crimind Judtice, local- or gate-funded university student infirmaries, public school didrict dlinics,
emergency medica services, local- or state-funded long term care facilities, and blood banks.

(c) Employeeswho are directly compensated by agovernmental unit are subject to dl provisons
of thischapter. Employeeswho are subject through their private employer to the Occupationd Safety and
Hedth Administration (OSHA), Bloodborne Pathogens Standard and uncompensated employees are
subject only to thelog and reporting provisonsof 8896.401 of thistitle (relating to Sharps Injury Log), and
96.402 of thistitle (relating to Confidentidity Statement) unless otherwise required by contract.

§96.202. Exposure Control Plan.

(& Theexposure control plan (plan), developed by the Texas Department of Hedlth (department),
isadopted as the minimum standard to implement Health and Safety Code, §881.304. The planisdesigned
to minimize exposure of employees as described in 896.201 of this title (relating to Applicability) and
includes policies relating to occupationa exposure to bloodborne pathogens, training and educational
requirements for employees, measures to increase vaccination of employees, and increased use of
personnd protective equipment by employees.

(b) Copies of the plan are available on the Internet at
http://mwww.tdh.state.tx.us/ideas/report/sharps.htm or from the Texas Department of Health Public Hedlth
Regiond offices.

896.203. Minimum Standards.

(&) Thisexposurecontrol plan (plan) isprovided by the Texas Department of Health (department)
to be andogous with Title 29 Code of Federa Regulation 81910.1030, Occupeationd Safety and Hedlth
Adminigration (OSHA), Bloodborne Pathogens Standard as specified in Hedth and Safety Code,
§81.304.

(b) Employers should review the plan for particular requirements as applicable to their specific
gtuation. Governmental units may modify the plan appropriately to their respective practice settings.
Employers will need to include provisons relevant to their particular facility or organization in order to
develop an effective, comprehensve exposure control plan specific to their facility or organization.
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(c) Employers will annudly review their exposure control plan, update when necessary, and
document when accomplished.

§96.301. Safety Recommendations.

(& The Texas Department of Hed th (department) recommendsthat governmenta unitsimplement
needleless systems and sharps with engineered sharpsinjury protection for employees.

(b) Waiver for undue burden.
(1) The recommendation adopted in subsection (a) of this section does not gpply to the
use of a needldess system or sharps with engineered sharps injury protection in circumstances and in a
caendar year in which an evaluation committee, created in conformance with subsection (c) of thissection,

has established that the use of needldess systems and sharps with engineered sharps injury protection:

(A) will jeopardize patient or employee safety with regard to a specific medica
procedure; or

(B) will be unduly burdensome.

(2) A report of the evaluation committee’ sdecision to request awaiver shal be submitted
in writing prior to January 1t of each year to the Associate Commissioner, Disease Control and
Prevention, 1100 West 49th Street, Suite G-401, Austin, Texas 78756.

(3) Waiversfor one year periods will be issued beginning January 1, 2001.

(4) Theuseof aprefilled syringe that is approved by the federa Food and Drug
Adminigtration may not be prohibited. This prohibition expires on May 1, 2003.

(c) Evduation committee.
(1) Atleast haf of the membersof an eva uation committee established by agovernmenta
unit to implement subsection (b) of this section must be employees who are hedlth care workers who have

direct contact with patients or provide services on aregular basis.

(2) Whenever possible, the governmenta entity establishing the eva uation committee shall
consder usng committees with smilar duties in existence on September 1, 1999.

896.302. Device Regigtration
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(@ The Texas Depatment of Hedth (department) shall compile and maintain alist of needlidess
system devices and sharps devices with engineered sharps injury protection that are available in the
commercid marketplace and registered with the department to assst governmenta units to comply with
this chapter.

(b) Each needleless system device or sharps device with engineered sharpsinjury protection that
isthe subject of the department’ s device registration gpplication shdl bein conformance with dl gpplicable
premarket notification or premarket approva requirements established by the U.S. Food and Drug
Adminigration (FDA) unless otherwise exempted from such requirements.

(c) Each device manufacturer who manufactures a needlel ess system device or sharpsdevicewith
engineered sharps injury protection and who desires to register the device for the firg time with the
department shall apply for regigration in accordance with the procedures found in 896.303 of this title
(relating to Regidtration Procedures).

(d) If adevice manufacturer introduces more than one needleless system device or sharps device
with engineered sharps injury protection into commerce, the manufacturer shall register each device
separady in order for the device to beincluded on alist maintained by the department.

() Each sharps device with engineered sharps injury protection that is the subject of the
department’s device regigration gpplication shadl contain physicd atributes consstent with those
recognized as effective for engineered sharps injury protection, as defined in 896.101(9) of this title
(relaing to Definitions).

(f) The department may accept reports from authoritiesin other jurisdictions, including the FDA,
to determine the extent of compliance with these sections and with the provisions of Hedth and Safety
Code, Chapter 81, Subchapter H.

(9) The department shall register a needidless system device or sharps device with engineered
sharpsinjury protection that meets the requirements of these sections.

(h) Regidration of a needldess system device or sharps device with engineered sharps injury
protection by the department does not constitute an endorsement or recommendation of such device.

() Regigration certificates shdl not be transferable from one device to another or from onedevice
name to another. Any request for transfer of registration due to a change in ownership shal be made
pursuant to the requirements in subsection (1) of this section.

() All deviceregidration certificates shall expire on December 31, 2001 and annudly theresfter.
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(k) Renewd of regidtration.

(1) Upon expiration of a device regigtration, the registration may be renewed by filing an
gpplication for renewa on aform prescribed by the department, accompanied by the appropriate renewa
fee.

(2) Therenewa regidration certificate shdl be valid through December 31t of the year
issued.

(3) The appraopriate registration renewa form and renewal fee for each device should be
submitted to the department not later than 30 days following the expiration date of the current device
regidration in order to maintain the device on the department’s list of existing needleless system devices
and sharps devices with engineered sharps injury protection.

(4) The department shdl renew the registration of a needleless system device or sharps
device with engineered sharps injury protection following receipt of the appropriate renewa form and
renewd fee.

(1) Thedevice manufacturer shdl notify the department in writing of any change that would render
the information required in the initid registration application no longer accurate. Upon receipt of awritten

natification involving achange, the department may update the information contained initslist of needldess
system devices and sharps devices with engineered sharpsinjury protection in order to reflect the change.

8§96.303. Registration Procedures.

(@ Any device manufacturer desiring to register aneedleless system device or sharps device with
engineered sharpsinjury protection shal makewritten application for registration on formsprovided by the
Texas Department of Health (department). A separate completed application isrequired for each device
to be registered. Regidtration gpplication forms may be obtained from the Texas Department of Hedth,
Bureau of Food and Drug Safety, 1100 West 49th Street, Austin, Texas, 78756.

(b) Theinitid gpplication for device regidration shal include the following information:

(1) name, modd, common name, and available sizes of the device;

(2) premarket naotification or gpproval number assigned by the U.S. Food and Drug
Adminigration, unless otherwise exempted,

(3) name, mailing address, and telephone number of the device manufecturer;
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(4) name of the contact person for the device manufacturer;

(5) dedignation as ether a needleless system device or sharps device with engineered
sharpsinjury protection;

(6) if a sharps device with engineered sharps injury protection, a description of the
physicd attribute(s) that effectively reduces therisk of sharpsinjury; and

(7) name and dgnature of the person responsible for submitting the device regidration
goplication.

§96.304. Registration Fees.

The Texas Department of Health (department) shall charge afeeto register aneedieless system device or
sharps device with engineered sharps injury protection.

(1) Aninitid regigration fee of $1,500 shal be required for each device registered.

(2) Anannud renewd fee of $1,000 shal berequired for renewing the registration of each device.

(3) Initid and renewd regigration fees will be assessed to cover the costs associated with the
review and processing of deviceregigration gpplicationsand in the administration of these sectionsand are
therefore nonrefundable.

896.401. SharpsInjury Log.

(& The chief adminigrative officer for each facility within a governmenta unit shdl report, as
required by this section, each employee, as defined in 896.101(7) of thistitle (relating to Definitions), who
sugtains a contaminated sharpsinjury, asdefined in 896.101(5) of thistitle. The chief adminigtrative officer
of the governmenta unit may designate an employee for each facility within the governmenta unit to serve
as the reporting officer.

(b) Information concerning each contaminated sharps injury shal be recorded in a written or
eectronic sharps injury log which shal be maintained by a governmenta unit, in accordance with Hedlth
and Safety Code, Chapter 81, Subchapter H, and this chapter.

(©) Thefollowing information must be recorded in the sharps injury log:

(1) name and address of facility where injury occurred;
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(2) name and phone number of the chief administrative officer or reporting officer;
(3) date and time of theinjury;

(4) age and sex of theinjured employee;

(5) type and brand of sharp involved;

(6) origind intended use of the sharp;

(7) whether the injury occurred before, during, or after the sharp wasused for itsorigina
intended purpose;

(8) whether the exposure was during or after the sharp was used;

(9) whether the device had engineered sharps injury protection, as defined in
896.101(9)(A) and (B) of this title (relating to Definitions), and if yes, was the protective mechanism
activated and did the exposure incident occur before, during, or after activation of the protective
mechaniam;

(10) whether the injured person was wearing gloves at the time of theinjury;

(12) whether the injured person had completed a hepatitis B vaccination series,

(12) whether a sharps container was readily available for disposd of the sharp;

(13) whether theinjured person received training on the exposure control plan during the
12 months prior to the incident;

(14) theinvolved body part;

(15) thejob classfication of the injured person;

(16) the employment status of the injured person;

(17) thelocation/facility/agency and the work areawhere the sharpsinjury occurred; and

(18) alidting of the implemented needldess systems and sharps with engineered sharps
injury protection for employees available within the governmenta entity.
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(d) Information contained in Subsaction(c)(1) - (17) of this Section concerning each contaminated
sharpsinjury shal be reported not later than ten working days after the end of the calendar month in which
it occurred.

(e) A chief adminigrative officer for each facility within a governmenta unit or the designee shdll
report the contaminated sharpsinjury to the loca health authority where the facility islocated. The locd
hedlth authority, acting as an agent for the Texas Department of Hedlth (department), shdl receive and
review the report for completeness, and submit the report to the department. If no local hedlth authority
is gppointed for thejurisdiction wherethefacility islocated, the report shal be madeto theregiond director
of the Texas Department of Hedlth (department) regiona office in which the facility is located.

(f) A contaminated sharps injury shal be reported on the department’s Contaminated Sharps
Injury Reporting Form or through an eectronic means established by the department. Copies of the
Contaminated Sharps Injury Reporting Form can be obtained on the Internet at
http://www.tdh.state.tx.us/ideas/report/sharps.htm or fromthe Texas Department of Hedlth Public Hedlth
Regiond offices.

§96.402. Confidentiality Statement.

(& All information and materias obtained or compiled by the Texas Department of Hedlth
(department) or an agent of the department in connection with areport under this chapter are confidentia
and not subject to disclosure under Government Code, Chapter 552, and not subject to disclosure,
discovery, subpoena, or other means of lega compulsion for their release by the department or its agents.
For the purposes of these rules, dl loca hedth authorities are agents for the department.

(b) The department shal make available, in aggregate form, the information described in Hedlth
and Safety Code §81.305(b) and this chapter, provided that the name and other information identifying the
fadlity is deleted and the information is provided according to public hedlth regions established by the

department.

(c) All information and materials obtained or compiled by the department or an agent of the
department in connection with this chapter, are consdered information relating to cases or suspected cases
of diseases or hedlth conditions, and may bereleased only asalowed by Hedlth and Safety Code §81.046.
896.501. Waiver for Rura Counties.

(&) TheTexasDepartment of Hedlth (department) shal waive the application of Health and Safety

Code, Chapter 81, Subchapter H, to arura county if the department finds that the gpplication of the
Subchapter to the county would be burdensome.
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(b) Waivers granted under this section expire December 31, 2001.
() A "Rurd County" isa county that:

(1) hasapopulation of 50,000 or less; or

(2) hasapopulation of more than 50,000 but:

(A) does not have located within the county agenera or specia hospitd licensed
under Chapter 241, Hedlth and Safety Code, with more than 100 beds; and

(B) wasnot, based on the 1990 federa census, completely included withinan area
designated as urbanized by the Bureau of the Census of the United States Department of Commerce.

(d) A request for awalver under the provisons of this section shal be submitted in writing prior
to January 1, 2001 to the Associate Commissioner, Disease Control and Prevention, 1100 West 49th
Street, Suite G-401, Austin, Texas 78756.

896.601. Effective Dates.
(& The exposure control plan (plan) and the rules are effective September 1, 2000.

(b) Except as provided in 896.501 of this title (relating to Waiver for Rurd Counties), a
governmenta unit shal comply with this chapter not later than January 1, 2001.
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