PROPOSED
ULE

Proposed rules include new rules, amendments to existing rules, and repeals of existing rules.
A state agency shall give at least 30 days' notice of its intention to adopt a rule before it
adopts the rule. A state agency shall give all interested persons a reasonable opportunity to

submit data, views, or arguments, orally or in writing (Government Code, Chapter 2001).

Symbols in proposed rule text. Proposed new language is indicated by underlined text. [Square-brackets-and-strikethrough]
indicate existing rule text that is proposed for deletion. “(No change)” indicates that existing rule text at this level will not be

amended.

TITLE 4. AGRICULTURE

PART 2. TEXAS ANIMAL HEALTH
COMMISSION

CHAPTER 41. FEVER TICKS
4 TAC §41.1, §41.8

The Texas Animal Health Commission (commission) proposes
amendments to §41.1, concerning Definition of Terms, and a
new §41.8, concerning Dipping, Treatment, and Vaccination of
Animals, in Chapter 41, which is entitled "Fever Ticks."

Elsewhere in this issue of the Texas Register, the commission
contemporaneously proposes the repeal of the existing §41.8,
concerning Dipping and Treatment of Livestock.

The purpose of the amendments to §41.1 is to add a fever tick
vaccine definition. The purpose of a new §41.8 is to add fever
tick vaccine requirements for beef cattle located in a control
purpose quarantine area, temporary preventative quarantine
area or tick eradication quarantine area, and other beef cattle
or premises epidemiologically determined by the commission
to be at an increased risk for fever ticks. A new §41.8 will also
clarify and better organize the different requirements for dipping,
treatment, and vaccination. The title of §41.8 is being changed
to accurately capture that the requirements apply to animals, not
just livestock, capable of hosting or transporting ticks capable
of carrying Babesia, and to add vaccination to the title.

The purpose of the Texas Cattle Fever Tick Eradication Program
is to eradicate fever ticks through the management of a perma-
nent quarantine zone, as well as through temporary quarantine
areas, created to address the presence of ticks outside the per-
manent zone.

The USDA Cattle Fever Tick Eradication Program, USDA Agri-
culture Research Service, and the commission have developed
a vaccine for the purpose of acting as a preventative to be
used against fever ticks. Collaboratively, they worked with a
major pharmaceutical company for five years to get the vaccine
through the approval process by USDA Center for Veterinary
Biologics (CVB) approval process with the intent for the fever
tick vaccine to be integrated into the eradication program.

The fever tick vaccine was developed and manufactured by
a major pharmaceutical company with extensive experience
in livestock products. It is a recombinant product which has
no live, modified live, nor killed bacterial or viral components.
It is derived from epithelial lining of the fever tick gut. Cattle
vaccinated with this antigen produce an antibody response
at high levels in blood. Fever ticks which feed on immunized
cattle consume high levels of the antibody in blood meal. The
antigen-antibody response occurs in the stomach of the tick and

effectively destroys the gut lining of the tick, reducing the tick's
capabilities to produce offspring and potentially killing the tick.

The fever tick vaccine requires two priming doses 28 days apart.
The maximum protection requires boosters every 6 months. This
is administered by intramuscular injection in the neck region of
cattle. The vaccine is approved for use in beef cattle two months
of age and older. There is insufficient safety data for use of the
vaccine in dairy cattle and, as such, the vaccine is not authorized
for use in dairy cattle at this time. The USDA CVB requires a
slaughter withholding period of 60 days following administration
of the vaccine and that is provided for in the proposal.

There are numerous benefits of the fever tick vaccination, with
the most significant being the potential to eradicate ticks from
infested premises. The vaccine provides long term protection
against re-infestation; after the initial inoculations cattle only
need, at most, two inoculations per year and premises are
protected continuously because cattle are fever tick immune. In
this regard, the vaccine substantially prevents re-establishment
of ticks when new incursions occur from stray livestock and
wildlife from Mexico in US premises stocked with immunized
cattle. The vaccine is simple to administer and works syner-
gistically with treatment to promote more efficient elimination of
fever ticks on premises with less dependency on chemical and
systemic acaracides.

It is also noted that although the vaccine is over 95% effec-
tive against Rhipicephalus (Boophilus) annulatus, it is only 70%
effective against Rhipicephalus (Boophilus) microplus but, the
booster effect over a 2-3 year period is believed to raise effi-
cacy to near 90% for Rhipicephalus (Boophilus) microplus. The
next generation vaccine, expected in two years, is predicted to
have high efficacy for both strains of fever ticks with fewer an-
nual boosters.

FISCAL NOTE

Ms. Larissa Schmidt, Director of Administration, Texas Animal
Health Commission, has determined for the first five-year period
the rules are in effect, there will be no significant additional fiscal
implications for state or local government as a result of enforcing
or administering the rules. An Economic Impact Statement (EIS)
is required if the proposed rule has an adverse economic effect
on small businesses. The agency has evaluated the require-
ments and determined that there is not an adverse economic
impact and, therefore, there is no need to do an EIS. It is being
applied to everyone restricted by a fever tick quarantine because
the cattle have to be inspected for fever ticks, which provides an
opportunity to have the cattle vaccinated at that time. Further-
more, having the cattle vaccinated will act as a preventative for
fever ticks, which will help control and eventually eradicate fever
ticks from infested premises.

PUBLIC BENEFIT NOTE
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Ms. Schmidt has also determined that for each year of the first
five years the rules are in effect, the public benefit anticipated
as a result of enforcing the rules will be to have a preventative
measure in place to control and eradicate fever ticks from a herd
or premises.

LOCAL EMPLOYMENT IMPACT STATEMENT

In accordance with Texas Government Code §2001.022, this
agency has determined that the proposed rules will not impact
local economies and, therefore, did not file a request for a local
employment impact statement with the Texas Workforce Com-
mission.

TAKINGS ASSESSMENT

The agency has determined that the proposed governmental ac-
tion will not affect private real property. The proposed amend-
ments are an activity related to the handling of animals, includ-
ing requirements for testing, movement, inspection, identifica-
tion, reporting of disease, and treatment, in accordance with 4
TAC §59.7, and are, therefore, compliant with the Private Real
Property Preservation Act in Government Code, Chapter 2007.

REQUEST FOR COMMENT

Comments regarding the proposal may be submitted to Amanda
Bernhard, Texas Animal Health Commission, 2105 Kramer
Lane, Austin, Texas 78758, by fax at (512) 719-0719 or by email
at comments@tahc.texas.gov.

STATUTORY AUTHORITY

The amendments are proposed under the following statutory au-
thority as found in Chapters 161 and 167 of the Texas Agricul-
ture Code. The commission is vested by statute, §161.041(a),
with the requirement to protect all livestock, domestic animals,
and domestic fowl from disease. The commission is authorized,
through §161.041(b), to act to eradicate or control any disease
or agent of transmission for any disease that affects livestock.

Pursuant to §161.005, entitled "Commission Written Instru-
ments", the commission may authorize the executive director
or another employee to sign written instruments on behalf of
the commission. A written instrument, including a quarantine or
written notice signed under that authority, has the same force
and effect as if signed by the entire commission.

Pursuant to §161.007, entitled "Exposure or Infection Consid-
ered Continuing", if a veterinarian employed by the commission
determines that a communicable disease exists among live-
stock, domestic animals, or domestic fowl or on certain premises
or that livestock, domestic animals, or domestic fowl have been
exposed to the agency of transmission of a communicable
disease, the exposure or infection is considered to continue
until the commission determines that the exposure or infection
has been eradicated through methods prescribed by rule of the
commission.

Pursuant to §161.048, entitled "Inspection of Shipment of Ani-
mals or Animal Products", the commission may require testing,
vaccination, or another epidemiologically sound procedure be-
fore or after animals are moved. An agent of the commission
is entitled to stop and inspect a shipment of animals or animal
products being transported in this state in order to determine if
the shipment originated from a quarantined area or herd; or de-
termine if the shipment presents a danger to the public health
or livestock industry through insect infestation or through a com-
municable or noncommunicable disease.

Pursuant to §161.054, entitled "Regulation of Movement of An-
imals", the commission, by rule, may regulate the movement of
animals. The commission may restrict the intrastate movement
of animals even though the movement of the animals is unre-
stricted in interstate or international commerce.

Pursuant to §161.057, entitled "Classification of Areas", the com-
mission by rule may prescribe criteria for classifying areas in the
state for disease control. The criteria must be based on sound
epidemiological principles. The commission may prescribe dif-
ferent control measures and procedures for areas with different
classifications.

Pursuant to §161.061, entitled "Establishment”, if the commis-
sion determines that a disease listed in §161.041 of this code or
an agency of transmission of one of those diseases exists in a
place in this state or among livestock, exotic livestock, domes-
tic animals, domestic fowl, or exotic fowl, or that a place in this
state or livestock, exotic livestock, domestic animals, domestic
fowl, or exotic fowl are exposed to one of those diseases or an
agency of transmission of one of those diseases, the commis-
sion shall establish a quarantine on the affected animals or on
the affected place.

Pursuantto §161.081, entitled "Importation of Animals", the com-
mission by rule may regulate the movement, including move-
ment by a railroad company or other common carrier, of live-
stock, exotic livestock, domestic animals, domestic fowl, or ex-
otic fowl into this state from another state, territory, or country.

Pursuant to §167.003, entitied "General Powers and Duties of
the Commission", the commission shall eradicate all ticks capa-
ble of carrying Babesia in this state and shall protect all land,
premises, and livestock in this state from those ticks and expo-
sure to those ticks. In carrying out this chapter, the commission
may adopt necessary rule.

Pursuant to §167.004, entitled "Classification of Animals or
Premises as Infested, Exposed or Free from Exposure", the
commission by rule shall define what animals and premises
are to be classified as exposed to ticks. The commission shall
classify as exposed to ticks livestock that have been on land
or in an enclosure that the commission determines to be tick
infested or exposed to ticks or to have been tick infested or
exposed to ticks before or after the removal of the livestock, un-
less the commission determines that the infestation or exposure
occurred after the livestock were removed and that the livestock
did not become infested or exposed before removal.

No other statutes, articles or codes are affected by the proposal.

$41.1.  Definition of Terms.

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

(1) Adjacent premise--A premise that borders an exposed
or infested premise, including premises separated by roads, double
fences, or fordable streams. A premise that would normally be classi-
fied as adjacent may be exempted from adjacent premise requirements
by a State or Federal epidemiologist if the premise is separated from
the exposed or infested premise by double fencing, sufficient to prevent
the spread of ticks, with one of the fences being game-proof.

(2) Animal--Any domestic, free-range, or wild animal ca-
pable of hosting or transporting ticks capable of carrying Babesia, in-
cluding livestock; zebras, bison, and giraffes; and deer, elk, and other
cervid species.
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(3) Certificate--A document authorizing movement of live-
stock issued by an authorized representative of the commission after the
livestock have been treated in a manner prescribed by the commission
for the area and premise from which they originate.

(4) Check premise--A premise located in a tick eradication
quarantine area, temporary preventative quarantine area, or control pur-
pose quarantine area that is not classified as an infested, exposed, or
adjacent premise.

(5) Control purpose quarantine area--A premise Or prop-
erty designated by the commission for a systematic inspection of live-
stock and premises and control of the movement of livestock in order
to investigate and control a suspected exposure of animals to ticks out-
side the tick eradication quarantine area. The boundaries of the area
will be determined by evaluation of the barriers to the potential spread
of ticks.

(6) Designated Fever Tick Epidemiologist (DFTE)--A
State or Federal epidemiologist designated to make decisions con-
cerning the use and interpretation of exposure to fever ticks and to
manage the Fever Tick program. The DFTE must be selected jointly
by the Executive Director of the commission [Cemmission] and the
USDA-APHIS, VS representative for Texas. The DFTE has the
responsibility to determine the scope of epidemiologic investigations,
determine the status of herds, assist in development of individual herd
plans, and coordinate fever tick surveillance and eradication programs
within his or her geographic area of responsibility. The DFTE has
authority to make independent decisions concerning the management
of herds and use of property and limiting the impact of wildlife
when those decisions are supported by sound fever tick eradication
principles.

(7) Dipping or treating--If the commission [Cemmission]
requires livestock to be dipped, the livestock shall be submerged in
a vat. A spray-dip machine may be used in areas where a vat is not
reasonably available. Careful hand spraying may be used for easily
restrained horses and show cattle, and when specifically authorized,
certain zoo or domestic animals. Livestock unable to go through a
dipping vat because of size or physical condition may be hand sprayed.
The treatment must be paint marked so that it can be identified for at
least 17 days. If the commission [Cemmission] determines that free-
ranging wildlife and exotic animals, which are capable of hosting fever
ticks, require treatment, they shall be treated by methods and for the
duration of time approved by the commission [Commissien].

(8) Exposed livestock--Any of the following factors shall
constitute livestock as being exposed:

(A) Livestock that have entered an infested or exposed
premise and have not been dipped and removed from the infested or
exposed premise within 14 days after entry.

(B) Livestock that have occupied an exposed premise
and have not completed treatment required for movement from an ex-
posed premise.

(C) Livestock that have entered Texas from Mexico
without a certificate from the United States Department of Agriculture.

(9) Exposed premise--A premise shall be considered ex-
posed if systematic treatment has not been completed and if either of
the following conditions apply:

(A) Ticks have been found on livestock that have been
on the premise for less than 14 days.

(B) A premise that has received exposed livestock, or
equipment or material capable of carrying ticks from an infested or
exposed premise.

(10) Fever Tick Vaccine--A biological treatment adminis-
tered by injection to an animal that stimulates a potent immune re-
sponse against fever tick proteins, which prevents the infestation of
ticks capable of carrying Babesia.

(11) [(+0)] Free area--An area designated by the commis-
sion as being free of ticks or exposure to ticks. The extent of the area
will be determined by the appropriate barriers to the potential spread
of ticks.

(12) [EB] Game proof fence--A fence that has a minimum
height of eight feet, consisting of wire mesh of sufficiently small size
to prevent or impede the movement of domestic or exotic wildlife over,
under, or through the fenced area.

(13) [(2)] Individual herd plan--A written disease man-
agement plan that is developed by the herd or land owner(s) and/or
their representative(s), and a State or Federal DFTE to eradicate fever
ticks or potential exposure to fever ticks from an affected herd or prop-
erty. The herd plan will include appropriate treatment frequencies,
treatments to be employed, and any additional fever tick management
or herd management practices, including vaccination, deemed neces-
sary to eradicate fever ticks from the herd or on an infected or exposed
premise in an efficient and effective manner. The plan must be ap-
proved by the Executive Director of the commission [Cemmission] and
USDA-APHIS, VS representative for Texas, and have the concurrence
of the DFTE.

(14) [(43)] Infested livestock--Livestock shall be consid-
ered infested if eradication treatment for movement from an infested
premise has not been completed and if either of the following condi-
tions apply:

(A) Ticks have been found on livestock.

(B) Livestock which occupy a premise where ticks have
been found on livestock that have been on the premise more than 14
days.

(15) [E4)] Infested premise--A premise where ticks have
been found on livestock that have been on the premise for more than
14 days, and systematic treatment has not been completed.

(16) [E5)] Livestock--Any domestic animal or any free
ranging animals found on a premise or captured wild animal that is
capable of hosting or transporting ticks capable of carrying babesia
(the causative agent of cattle tick fever), including, but not limited to,
cattle, horses, mules, jacks, jennets, zebras, buffalo, giraffe, and deer.

(17) [€+6)] Permit--A document issued by an authorized
representative of the commission allowing specified movement of live-
stock.

(18) [(+P] Premise--An area which can be defined by
boundaries of recognizable physical barriers that prevent livestock
from crossing the boundaries under ordinary circumstances; or an area
that livestock do not ordinarily inhabit that the commission defines by
recognizable features.

(19) [E8)] Premise inspection--A routine inspection by an
authorized representative of the commission of premise boundaries and
the livestock within for the purpose of documenting exposure of the
premise.

(20) [H9)] Premise under vacation--A premise from which
all livestock have been removed as prescribed by the commission.

(21) [€20)] Range inspection of livestock--An inspection of
livestock to see the animal close enough to detect ticks on the animal.
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(22) [21B)] Scratch inspection of livestock--An inspection
of livestock by an authorized representative of the commission in an
approved facility that allows the inspector to touch and see all parts of
the livestock.

(23) [22)] Temporary preventative quarantine area--An
area designated by the commission for systematic inspection and treat-
ment of livestock and premises, and control of movement of livestock,
in order to detect and eradicate infestation and exposure from infested
or exposed premises outside the tick eradication quarantine area. The
extent of the area will be determined by evaluating the barriers to the
potential spread of ticks. This is also designated as a "Blanket Disease
Quarantine."

(24) [€23)] The commission--The Texas Animal Health
Commission.

(25) [@24)] Tick--Any tick capable of transmitting bovine
Babesiosis (cattle tick fever or bovine piroplasmosis).

(26) [25)] Tick eradication quarantine area--An area des-
ignated by the commission for systematic inspection and treatment of
livestock and premises, and control of movement of livestock, in order
to detect and eradicate infestation from infested or exposed premises.
The extent of the area will be determined by evaluating the barriers
to the potential spread of ticks. This is the permanent quarantine area
which is designated in §§41.14 - 41.22 of'this chapter (relating to Quar-
antine Line; Defining and Establishing Tick Eradication Areas), and in
the United States Department of Agriculture Code of Federal Regula-
tions Part 72.5, parallel to the Rio Grande River, commonly known as
the buffer zone or systematic area.

(27) [26)] Treatment--A procedure or management prac-
tice used on an animal to prevent the infestation of, control or eradicate
ticks capable of carrying Babesia.

§41.8. Dipping, Treatment, and Vaccination of Animals.

(a) General Requirements:

(1) Al scratch inspections, dipping, treatment, and vacci-

(4) The owner or caretaker must gather and present all live-
stock for scratch inspection, dipping, treatment, or vaccination required
by the commission. The owner or caretaker is responsible for all costs
associated with and labor necessary for presenting the owner or care-
taker's cattle for scratch inspection, dipping, treatment, or vaccination
at the location prescribed by the commission.

(b) Requirements for Dipping, Treatment, or Vaccination:

(1) Dipping Requirements:

(A) The owner or caretaker of livestock on infested or
exposed premises must present the livestock to be scratch inspected
and dipped with subsequent dipping every seven to 14 days until the
livestock are moved from the premise in accordance with these regu-
lations, except as provided in subsection (a)(3) of this section.

(B) The 14-day interval may be extended due to circum-
stances beyond the control of the owner upon approval by an autho-
rized representative of the commission. In no event will the extension
be more than three days. If the extension is granted, no certificate for
movement will be issued after the 14th day, and the next dip must be
on the original 14-day schedule.

(C) The scratch inspection and first dip must be within
14 days from the date infestation or exposure is discovered unless oth-
erwise approved by the commission.

(D) A dip is not official unless 100% of the livestock
within the premise affected are dipped on schedule.

(E) The commission will authorize for use in dipping
only those dips that have been approved by the Animal and Plant Health
Inspection Service of the United States Department of Agriculture and
the Texas Animal Health Commission for use in official dipping to rid
animals of the tick.

(F) The concentration of the dipping chemical used
must be maintained in the percentage specified for official use by
means of the approved vat management techniques established for the
use of the agent; or, if applicable, by an officially approved vat side

nation prescribed in this section must be done under the supervision of

test or field test of the commission.

a representative authorized by the commission.

(2) Al scratch inspections, dipping, treatment, or vaccina-

(G) If the commission requires livestock to be dipped,
the livestock shall be submerged in a vat. A spray-dip machine may be

tion must be done under instructions issued by the commission. All

used in areas where a vat is not reasonably available.

requirements will be in written form directed to the owner or caretaker.
An inspector for the commission will deliver the instructions in person
along with a copy of these regulations. All premise boundaries will be
listed in the instructions.

(3) The owner or caretaker of livestock on infested and
exposed premises must comply with the TAHC approved Quarantine
Schedule as follows:

(A) The starting date for infested premises for Table I
(Pasture Treatment or Vacation Schedule, South of Highway 90) and
Table II (Pasture Treatment or Vacation Schedule, North of Highway
90), is the date of the first clean dipping of 100% of the livestock.

(B) The starting date for exposed premises for Table I
and Table II is when 100% of the livestock on the premise have been

(H) Careful hand spraying may be used for easily re-
strained horses and show cattle, and when specifically authorized by a
commission representative, certain zoo or domestic animals.

() Livestock unable to go through a dipping vat be-
cause of size or physical condition, as determined by a commission
representative, may be hand sprayed.

(J) The dip treatment must be paint marked on the ani-
mals so that it can be identified for as treated for at least 17 days after
the treatment.

(2) Authorized Treatment Requirements:

(A) Following the first clean dipping of 100% of the
livestock, the cattle may be treated with injectable doramectin in lieu of

dipped.

(C) Copies of Table I (Pasture Treatment or Vacation
Schedule, South of Highway 90) and Table II (Pasture Treatment or
Vacation Schedule, North of Highway 90) may be obtained from the
Texas Animal Health Commission, P.O. Box 12966, Austin, Texas
78711-2966.
Figure: 4 TAC §41.8(a)(3)(C)

systematic dipping. The owner or caretaker of cattle on an infested or
exposed premise must present the livestock to be scratch inspected and
treated with injectable doramectin every 25-28 days until the livestock
are moved from the premises in accordance with these regulations, ex-
cept as provided in subsection (a)(3) of this section.

(B) Treatment of doramectin shall by administered by
subcutaneous injection by a representative of the commission.

41 TexReg 1770 March 11, 2016 Texas Register



(C)  The owner or caretaker must comply with the
slaughter withholding period (35 days) of doramectin by holding

(A) the meeting will be set by the Executive Director
no later than 21 days from receipt of the request for a meeting;

cattle at the premise of origin until the withdrawal period has been
completed.

(D) A treatment is not official unless 100% of the live-
stock within the premise affected are treated on schedule.

(E) Free-ranging wildlife or exotic livestock that are
found on infested or exposed premises, and which are capable of host-
ing fever ticks will be treated by methods approved by the commission
and for the length of time specified by the commission.

(i) Ivermectin medicated corn may be administered
to free-ranging wildlife or exotic livestock by a representative of the
commission following the close of the hunting season, provided that
treatment is terminated at least 60 days prior to the beginning of the
next hunting season to comply with the required withdrawal period.

(ii) Permethrin impregnated roller devices may be
used for topical treatment of free-ranging wildlife or exotic livestock
during periods when ivermectin medicated corn is not administered.
The commission may specify the use of other pesticides for treatment
of wildlife or exotic livestock when deemed necessary to control and
eradicate fever ticks.

(3) Vaccination Requirements:

(A) The fever tick vaccine shall be administered by em-
ployees or authorized agents of the USDA/APHIS/Veterinary Services
or the commission.

(B) The owner or caretaker must comply with the 60
day slaughter withholding period, or other slaughter withholding time-
frame as specified by the label. The owner or caretaker must hold vac-
cinated cattle at the premise of origin until the withdrawal period is has

been completed.

(C) In addition to any dipping or treatment required by
this section, beef cattle two months of age or older located within the
tick eradication quarantine area shall be vaccinated with the fever tick
vaccine at intervals prescribed by the commission. The vaccine must
be administered when cattle are gathered and presented for annual in-
spection as required by §41.9 of this chapter (relating to Vacation and
Inspection of a Premise) and at other times specified by the commis-
sion.

(D) In addition to any dipping or treatment required by
this section, the commission may require fever tick vaccination of beef
cattle two months of age and older located within the temporary pre-
ventative quarantine area, control purpose quarantine area or other beef
cattle or premises epidemiologically determined by the commission to
be at an increased risk for fever ticks. The cattle shall be vaccinated at
intervals prescribed by the commission.

(c) Herd Plan and Protest. Each premise within a tick eradica-
tion quarantine area, temporary preventative quarantine area, or control
purpose quarantine area will be classified by the commission as an in-
fested, exposed, adjacent, or check premise and is required to execute a
herd management plan and remain under restrictions until no evidence
of fever ticks is disclosed or a complete epidemiologic investigation
fails to disclose evidence of exposure to fever ticks, with the concur-
rence of the DFTE. A person may protest an initial test or a herd plan
for each premise classified as increased risk for fever ticks.

(1) To protest, the responsible person must request a meet-
ing, in writing, with the Executive Director of the commission within
15 days of receipt of the herd plan or notice of an initial test and set
forth a short, plain statement of the issues that shall be the subject of
the protest, after which:

(B) the meeting or meetings shall be held in Austin; and

(C) the Executive Director shall render his decision in
writing within 14 days from date of the meeting.

(2) Upon receipt of a decision or order by the executive di-
rector which the herd owner wishes to appeal, the herd owner may file
an appeal within 15 days in writing with the Chairman of the commis-
sion and set forth a short, plain statement of the issues that shall be the
subject of the appeal.

(3) The subsequent hearing will be conducted pursuant to
the provisions of the Administrative Procedure and Texas Register Act,
and Chapter 32 of'this title (relating to Hearing and Appeal Procedures).

(4) If the Executive Director determines, based on epi-
demiological principles, that immediate action is necessary, the
Executive Director may shorten the time limits to not less than five
days. The herd owner must be provided with written notice of any
time limits so shortened.

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on February 24,
2016.

TRD-201600898

Gene Snelson

General Counsel

Texas Animal Health Commission

Earliest possible date of adoption: April 10, 2016
For further information, please call: (512) 719-0722

+ ¢ 3
4 TAC §41.8

The Texas Animal Health Commission (commission) proposes
the repeal of §41.8, concerning Dipping and Treatment of Live-
stock, in Chapter 41, which is entitled "Fever Ticks".

Elsewhere in this issue of the Texas Register, the commission
proposes new §41.8, concerning Dipping, Treatment, and Vac-
cination of Animals, which replaces the repealed section in its
entirety.

FISCAL NOTE

Ms. Larissa Schmidt, Director of Administration, Texas Animal
Health Commission, has determined there will be no significant
additional fiscal implications for state or local government as a
result of repealing the rule.

PUBLIC BENEFIT NOTE

Ms. Schmidt has also determined that the public benefit antici-
pated as a result of repealing the rule will be that the proposed
new section will clarify and better organize the fever tick dipping,
treatment, and new vaccination requirements.

LOCAL EMPLOYMENT IMPACT STATEMENT

In accordance with the Texas Government Code §2001.022, this
agency has determined that the proposed repeal will not impact
local economies and, therefore, did not file a request for a local
employment impact statement with the Texas Workforce Com-
mission.

PROPOSED RULES March 11, 2016 41 TexReg 1771



TAKINGS ASSESSMENT

The agency has determined that the proposed repeal will not af-
fect private real property and is, therefore, compliant with the Pri-
vate Real Property Preservation Actin Government Code, Chap-
ter 2007.

REQUEST FOR COMMENT

Comments regarding the proposal may be submitted to Amanda
Bernhard, Texas Animal Health Commission, 2105 Kramer
Lane, Austin, Texas 78758, by fax at (512) 719-0719 or by email
at comments@tahc.texas.gov.

STATUTORY AUTHORITY

The repeal is authorized by the Texas Agriculture Code
§161.046, which provides the commission with authority to adopt
rules relating to the protection of livestock, exotic livestock,
domestic fowl or exotic fowl, as well as Texas Government Code
§2001.039, which authorizes a state agency to repeal a rule.

No other statutes, articles or codes are affected by the proposal.

§41.8.  Dipping and Treatment of Livestock.

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on February 24,
2016.

TRD-201600899

Gene Snelson

General Counsel

Texas Animal Health Commission

Earliest possible date of adoption: April 10, 2016
For further information, please call: (512) 719-0722

¢ L4 ¢
TITLE 19. EDUCATION

PART 7. STATE BOARD FOR
EDUCATOR CERTIFICATION

CHAPTER 230. PROFESSIONAL EDUCATOR
PREPARATION AND CERTIFICATION
SUBCHAPTER C. ASSESSMENT OF
EDUCATORS

19 TAC §230.21, §230.25

The State Board for Educator Certification (SBEC) proposes
amendments to 19 TAC §230.21 and §230.25, concerning
professional educator preparation and certification. The sec-
tions establish guidelines and procedures for the assessment
of educators. The proposed amendments to 19 TAC §230.21
and §230.25 would implement the requirement from the 84th
Texas Legislature, Regular Session, 2015, to enforce a limit
of five attempts on any certification examination, unless the
SBEC approves an additional attempt based on an individual's
demonstration of good cause. The proposed amendments to 19
TAC §230.21 and §230.25 would also implement a clarification
from the 84th Texas Legislature, Regular Session, 2015, that
the commissioner of education approves the satisfactory level of
performance required for certification examinations and would

reflect input received from the SBEC, stakeholders, and Texas
Education Agency (TEA) staff.

§230.21. Educator Assessment

Subsection (a) would be removed because the basic skills as-
sessment that is required for admission to an educator prepara-
tion program (EPP) is described in 19 TAC Chapter 227. Sub-
sections (b)-(e) would be relettered accordingly.

In accordance with the Texas Education Code (TEC), §21.048,
as amended by House Bill (HB) 2205, 84th Texas Legislature,
Regular Session, 2015, language would be amended in pro-
posed subsection (a) to limit the number of times an individual
may retake a certification examination to four unless the limita-
tion is waived for good cause. A candidate seeking a waiver
of the limitation would be responsible for providing proof of the
good cause.

Proposed subsection (a)(1) would be added to define an exam-
ination retake. An examination retake would be defined as a
second or subsequent attempt to pass any examination required
for the issuance of a certificate, including an individual core sub-
ject examination that is part of the overall examination required
for the issuance of a Core Subjects certificate. An examination
score that is cancelled would not be considered an examination
retake.

Proposed subsection (a)(2) would be added to define good
cause in one of six ways. The first four ways would be based
on the candidate's highest score on an examination and a
conditional standard error of measurement (CSEM) table that
would be published annually on the TEA website. A CSEM is
the measure of the precision of scores for an assessment based
on a specific score point and the design of the assessment.
CSEM would be used in this context to determine how likely a
candidate will pass an examination on his or her next attempt if a
candidate completed a number of clock-hours of additional edu-
cational activity. If a candidate's highest examination score was
within one, two, or three CSEMs from passing, the candidate
would need to participate in 50, 100, or 150 clock-hours of addi-
tional educational activity, respectively. If a candidate's highest
examination score was not within three CSEMs from passing,
the candidate would need to participate in 200 clock-hours of
additional educational activity.

If a candidate needs a waiver for more than one of the individual
core subject examinations that are part of the overall examina-
tion required for the issuance of a Core Subjects certificate, the
fifth way of determining good cause would be the combination
of the number of clock-hours of educational activities required
for each individual core subject examination as described in the
first four ways of determining good cause. The maximum num-
ber of required clock-hours could not exceed 300 clock-hours.
The number of clock-hours for each examination may be divided
equally based on the number of examinations in the waiver re-
quest, but the number of clock-hours for an examination shall
not be less than 50 for each examination.

The sixth way of determining good cause would be if a CSEM
is not appropriate for an examination. One reason a CSEM
may not be appropriate for an examination is if an examination
does not use a scale score. The examinations that are currently
used for certification and do not use a scale score are the Texas
Assessment of Sign Communication examinations and the lan-
guage examinations administered by the American Council for
the Teaching of Foreign Languages. A second reason a CSEM
may not be appropriate for an examination is if an examination

41 TexReg 1772 March 11, 2016 Texas Register


mailto:comments@tahc.texas.gov

does not have enough test takers to determine a CSEM. The ex-
aminations that are currently used for certification and have very
low numbers of test takers are the Languages other than Eng-
lish Latin examination and the examinations administered by the
American Association of Family and Consumer Sciences. In the
event that a candidate was not successful after five attempts on
an examination that did not have a CSEM, the candidate would
request a waiver, and TEA staff would identify individuals who
are familiar and knowledgeable with the examination content.
These individuals would review the candidate's performance on
the five most recent examinations, identify the areas of deficit,
and determine the number of clock-hours of additional educa-
tional activity required to demonstrate good cause.

Proposed subsection (a)(3) would be added to define educa-
tional activity. An educational activity would be provided by an
approved EPP or an approved continuing professional education
(CPE) provider or sponsor. Approved CPEs currently include
all accredited institutions of higher education, education service
centers, Texas public school districts, accredited private schools,
and non-profit organizations that have offered professional de-
velopment in Texas for at least five years. Approved CPEs also
currently include private entities and individuals who have been
approved by TEA staff to offer CPE activities. An educational
activity would need to be directly related to the knowledge and
skill competencies in which the candidate answered less than
70 percent of questions correctly on the past five examinations.
A competency is a grouping of knowledge and skills on a cer-
tification examination that defines what an entry-level educator
in Texas public schools should know and be able to do. To pro-
vide consistency among candidates when identifying deficit com-
petencies, a candidate would add the number of questions an-
swered correctly in each competency on each of the five most re-
cent examinations, add the number of questions asked for each
competency on each of the five most recent examinations, and
then, for each competency, divide the total number of questions
answered correctly by the total number of questions asked. If a
candidate did not correctly answer 70 percent of the questions in
a competency across the past five examinations, the candidate
would identify the competency as a deficit area that should be
addressed by an educational activity.

Proposed subsection (a)(4) would be added to identify how a
candidate must document an educational activity. This docu-
mentation would include the provider, sponsor, or program's
name, address, telephone number, and email address; the
name of the educational activity; the competency or compe-
tencies addressed by the educational activity; the provider,
sponsor, or program's description of the educational activity;
and the provider, sponsor, or program's written verification of
the dates of participation in and the number of clock-hours
completed for the educational activity.

One semester credit hour earned at an accredited institution of
higher education would be equivalent to 15 clock-hours. Clock-
hours completed before the most recent examination attempt or
after a request for a waiver is submitted would not count toward
meeting the educational activity required to show good cause for
a waiver.

Proposed subsection (a)(5) would be added to identify how a
candidate would request a waiver. A candidate seeking certifica-
tion based on the completion of an EPP would need the approval
of an EPP to request a waiver. Candidates seeking certification
through routes other than an EPP would need to meet the eligibil-
ity requirements of the appropriate route. Beginning September

1, 2016, a candidate would need to pay a waiver request fee of
$160, which is the same amount for an out-of-state/out-of-coun-
try review of credentials. A candidate would need to request a
waiver on a form developed by TEA staff and approved by the
SBEC. Waiver requests would not be accepted for 45 calendar
days after the fourth unsuccessful retake, 90 calendar days af-
ter a denied waiver request, or 180 calendar days after the most
recent unsuccessful attempt that was the result of an approved
waiver request. After a waiver request is received by TEA staff,
the request would be reviewed and TEA staff would make a deci-
sion to approve or deny the request based on the criteria in pro-
posed §230.21(a)(2)-(5). An applicant who does not meet the
criteria in proposed §230.21(a)(2)-(5) may appeal to the SBEC
for a final determination of good cause. A determination by the
SBEC is final and may not be appealed.

In accordance with the TEC, §21.048, as amended by HB 2205,
84th Texas Legislature, Regular Session, 2015, language would
be amended in proposed subsection (d) to clarify that the com-
missioner of education approves the satisfactory level of per-
formance required for each certification examination. The pro-
posed amendment would not change the authority of the SBEC
to approve a schedule of examination fees and a plan for ad-
ministering the examinations. Proposed subsection (e) would
be added to list the appropriate examinations required for certi-
fication in a figure.

Minor technical edits would be proposed in subsections (f) and
(g) to conform to Texas Register style and format requirements
and update cross references.

§230.25. Test Exemptions for Persons with a Hearing Impair-
ment

Minor technical edits would be proposed in subsection (b)(2) to
align terminology with current SBEC rules.

The proposed amendments would have no reporting require-
ments; however, there would be procedural implications.
Proposed 19 TAC §230.21(a)(5)(C) would require a person
to request a waiver of a limitation of certification testing in
writing on forms developed by the TEA staff. Proposed 19 TAC
§230.21(a)(4) would require a person requesting a waiver to
provide documentation of educational activity that is evidence
of a substantial change in learning. This documentation would
be included as part of the waiver request form. Other data that
would be collected in the form includes an individual's TEA ID
number and recent certification examination score information.
The proposed amendments would have no locally maintained
paperwork requirements.

FISCAL NOTE. Ryan Franklin, associate commissioner for ed-
ucator leadership and quality, has determined that for the first
five-year period the proposed amendments are in effect there
are fiscal implications as a result of the proposed amendment to
19 TAC §230.21. The following fiscal implications are based on
offsetting costs and revenues for state government (TEA) and
costs for persons (individuals) for fiscal years (FYs) 2017-2020.
The proposed new fee for a waiver request in 19 TAC §230.21
would cover the cost of administrating the waiver requests so
there is neither a projected increase nor a projected loss in rev-
enue for the TEA. The fee collection estimates are based on the
number of people who attempted a test for the fifth time over the
past four years. While the numbers of people attempting a fifth
test have increased over the past four years, the TEA expects
fewer people to reach a fifth attempt after the proposed amend-
ments are in effect due to the various requirements for the waiver
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application as well as other proposed rules that are related to the
use of certification examination results for EPP accountability.

The proposed amendment to 19 TAC §230.21 includes a new
waiver request fee of $160. This fee would be paid by an indi-
vidual who requests a waiver to the four-retest limitation. This
fee would adequately cover the TEA cost of administering the
waiver request. For FY 2016 there would be no anticipated fis-
cal implications since the proposed amendment to §230.21 that
would establish a $160 waiver application fee would not be im-
plemented until the next fiscal year. The TEA estimates the total
costs to state government at $62,592 for FY 2017, $49,800 for
FY 2018, $35,168 for FY 2019, and $21,912 for FY 2020. The
TEA estimates the total costs to individuals at $62,592 for FY
2017, $49,800 for FY 2018, $35,168 for FY 2019, and $21,912
for FY 2020. The costs for state government would be offset by
the estimated revenues from the fees collected from individuals.

The TEA staff has determined that there is no additional fiscal
impact on local governments as a result of enforcing or admin-
istering the proposed amendments.

PUBLIC BENEFIT/COST NOTE. Mr. Franklin has determined
that for the first five-year period the proposed amendments are
in effect the public and student benefit anticipated as a result
of the proposed amendments would be the continuation of re-
quirements relating to certification, fees, procedures for testing
and certificate issuance, educational aides, and permits for pro-
fessional educator preparation and certification. The anticipated
economic cost to persons who are required to comply with the
proposed amendments is described earlier under Fiscal Note.

ECONOMIC IMPACT STATEMENT AND REGULATORY
FLEXIBILITY ANALYSIS FOR SMALL BUSINESSES AND
MICROBUSINESSES. There is no direct adverse economic
impact for small businesses and microbusinesses; therefore,
no regulatory flexibility analysis, specified in Texas Government
Code, §2006.002, is required.

REQUEST FOR PUBLIC COMMENT. The public comment pe-
riod on the proposal begins March 11, 2016, and ends April 11,
2016. The SBEC will take registered oral and written comments
on the proposed amendments of 19 TAC §230.21 and §230.25
at the April 15, 2016 meeting in accordance with the SBEC
board operating policies and procedures. Comments on the
proposal may be submitted to Cristina De La Fuente-Valadez,
Rulemaking, Texas Education Agency, 1701 North Congress
Avenue, Austin, Texas 78701, (512) 475-1497. Comments may
also be submitted electronically to sbecrules@tea.texas.gov or
faxed to (512) 463-5337. All requests for a public hearing on
the proposed amendments submitted under the Administrative
Procedure Act must be received by the Department of Educator
Leadership and Quality, Texas Education Agency, 1701 North
Congress Avenue, Austin, Texas 78701, Attention: Mr. Ryan
Franklin, associate commissioner for educator leadership and
quality, not more than 14 calendar days after notice of the
proposal has been published in the Texas Register on March
11, 2016.

STATUTORY AUTHORITY. The amendments are proposed un-
der the Texas Education Code (TEC), §21.031(a), which states
that the State Board for Educator Certification (SBEC) shall reg-
ulate and oversee all aspects of the certification, continuing ed-
ucation, and standards of conduct of public school educators;
§21.031(b), which states that in proposing rules under the TEC,
Chapter 21, Subchapter B, the SBEC shall ensure that all candi-
dates for certification or renewal of certification demonstrate the

knowledge and skills necessary to improve the performance of
the diverse student population of this state; §21.041(a), which
allows the SBEC to adopt rules as necessary for its own pro-
cedures; §21.041(b)(1), which requires the SBEC to propose
rules that provide for the regulation of educators and the gen-
eral administration of the TEC, Chapter 21, Subchapter B, in
a manner consistent with the TEC, Chapter 21, Subchapter B;
§21.041(b)(4), which requires the SBEC to propose rules that
specify the requirements for the issuance and renewal of an edu-
cator certificate; §21.041(b)(7), which requires the SBEC to pro-
pose rules that provide for disciplinary proceedings, including the
suspension or revocation of an educator certificate, as provided
by the Texas Government Code, Chapter 2001; §21.041(b)(8),
which requires the SBEC to propose rules that provide for the
enforcement of an educator's code of ethics; §21.041(c), which
requires the SBEC to propose a rule adopting a fee for the is-
suance and maintenance of an educator certificate that is ade-
quate to cover the cost of administration of the TEC, Chapter 21,
Subchapter B; §21.045(a)(1), as amended by House Bill (HB)
2205, 84th Texas Legislature, Regular Session, 2015, which
authorizes the SBEC to propose rules necessary to establish
standards to govern the continuing accountability of all educa-
tor preparation programs based on the following information that
is disaggregated with respect to race, sex, and ethnicity: re-
sults of the certification examinations prescribed under the TEC,
§21.048(a); §21.048(a), as amended by HB 2205, 84th Texas
Legislature, Regular Session, 2015, which requires the SBEC
to propose rules prescribing comprehensive examinations for
each class of certificate issued by the SBEC, specifies that the
commissioner of education shall determine the satisfactory level
of performance required for each certification examination, and
that the commissioner shall require a satisfactory level of exam-
ination performance in each core subject covered by the gen-
eralist certification examination; §21.048(a-1), as amended by
HB 2205, 84th Texas Legislature, Regular Session, 2015, which
states that the SBEC may not require that more than 45 days
elapse before a person may retake an examination and a per-
son may not retake an examination more than four times, unless
the SBEC waives the limitation for good cause as prescribed by
the SBEC; §21.048(a-2), as added by HB 2205, 84th Texas Leg-
islature, Regular Session, 2015, which states that for purposes
of the limitation imposed by Subsection (a-1) on the number of
administrations of an examination, a person who initially took an
examination before September 1, 2015, may retake the exami-
nation up to four times after that date, regardless of the number
of times that the person attempted to perform satisfactorily on the
examination before that date. This subsection expires Septem-
ber 1, 2018; §21.048(b), which states that the SBEC may not
administer a written examination to determine the competence
or level of performance of an educator who has a hearing im-
pairment unless the examination has been field tested to deter-
mine its appropriateness, reliability, and validity as applied to,
and minimum acceptable performance scores for, persons with
hearing impairments; §21.048(c), which states that an educator
who has a hearing impairment is exempt from taking a written ex-
amination for a period ending on the first anniversary of the date
on which the SBEC determines, on the basis of appropriate field
tests, that the examination complies with the standards specified
in subsection (b) of this section; §21.048(c-1), as amended by
HB 2205, 84th Texas Legislature, Regular Session, 2015, which
states that the results of an examination administered under this
section are confidential and are not subject to disclosure under
the Texas Government Code, Chapter 552, unless the disclosure
is regarding notification to a parent of the assignment of an un-
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certified teacher to a classroom as required by the TEC, §21.057;
and §21.048(d), which states the definitions for hearing impair-
ment, reliability, and validity when used in the TEC, §21.048;
and the Texas Occupations Code (TOC), §54.003(a), which de-
fines "dyslexia" as having the same meaning assigned by the
TEC, §51.970; §54.003(b), which states that, for each licensing
examination administered by a state agency, the agency shall
provide reasonable examination accommodations to an exami-
nee diagnosed as having dyslexia; and §54.003(c), which states
that each state agency shall adopt rules necessary to implement
the TOC, §54.003, including rules to establish the eligibility crite-
ria an examinee must meet for accommodation under the TOC,
§54.003.

CROSS REFERENCE TO STATUTE. The proposed amend-
ments implement the TEC, §§21.031; 21.041(a), (b)(1), (4), (7),
and (8), and (c); 21.045(a)(1), as amended by HB 2205, 84th
Texas Legislature, Regular Session, 2015; 21.048, as amended
by HB 2205, 84th Texas Legislature, Regular Session, 2015;
and the TOC, §54.003.

§230.21.

Ha) An individual seeking admission to an approved eduea-
uﬂlessthefﬁdiﬂdualheldsabaehele%sdeg%eee;h&gherfmmaﬂae-
eredited institation of higher eduecation-]

(a) [€)] A candidate seeking certification as an educator must
pass the examination(s) required by the Texas Education Code (TEC),
§21.048, and the State Board for Educator Certification (SBEC) in
§233.1(e) of this title (relating to General Authority) and shall not
retake an examination more than four times, unless the limitation is
waived for good cause. The burden of proof shall be upon the candi-
date to demonstrate good cause.

Educator Assessment.

(1) For the purposes of the retake limitation described by
the TEC, §21.048, an examination retake is defined as a second or sub-
sequent attempt to pass any examination required for the issuance of a
certificate, including an individual core subject examination that is part
of the overall examination required for the issuance of a Core Subjects
certificate as described in §233.2 of this title (relating to Core Subjects;
Generalist). An examination score that is cancelled is not considered
an examination retake.

(2) Good cause is:

(A) the candidate's highest score on an examination is
within one conditional standard error of measurement (CSEM) of pass-
ing and the candidate has completed 50 clock-hours of educational ac-
tivities. CSEMs will be published annually on the Texas Education
Agency (TEA) website;

(B) the candidate's highest score on an examination is
within two CSEMs of passing and the candidate has completed 100
clock-hours of educational activities;

(C) the candidate's highest score on an examination is
within three CSEMs of passing and the candidate has completed 150
clock-hours of educational activities;

(D) the candidate's highest score on an examination is
not within three CSEMs of passing and the candidate has completed
200 clock-hours of educational activities;

(E) if the candidate needs a waiver for more than one
of the individual core subject examinations that are part of the over-
all examination required for the issuance of a Core Subjects certificate,
the candidate has completed the number of clock-hours of educational

activities required for each individual core subject examination as de-
scribed in subparagraphs (A)-(D) of this paragraph up to a maximum
of 300 clock-hours. The number of clock-hours for each examination
may be divided equally based on the number of examinations in the
waiver request, but the number of clock-hours for an examination shall
not be less than 50; or

(F) ifa CSEM is not appropriate for an examination, the
TEA staff will identify individuals who are familiar and knowledgeable
with the examination content to review the candidate's performance on
the five most recent examinations, identify the deficit competency or
competencies, and determine the number of clock-hours of educational
activities required.

(3) Educational activities are defined as:

(A) institutes, workshops, seminars, conferences, inter-
active distance learning, video conferencing, online activities, under-
graduate courses, graduate courses, training programs, in-service, or
staff development given by an approved continuing professional ed-
ucation provider or sponsor, pursuant to §232.17 of this title (relat-
ing to Pre-Approved Professional Education Provider or Sponsor) and
§232.19 of this title (relating to Approval of Private Companies, Pri-
vate Entities, and Individuals), or an approved educator preparation
program (EPP), pursuant to §228.10 of this title (relating to Approval
Process); and

(B) being directly related to the knowledge and skills
included in the certification examination competency or competencies
in which the candidate answered less than 70 percent of competency
questions correctly. The formula for identifying a deficit competency
is the combined total of correct answers for each competency on the five
most recent examinations divided by the combined total of questions
for each competency on the five most recent examinations.

(4) Documentation of educational activities that a candi-
date must submit includes:

(A) the provider, sponsor, or program's name, address,
telephone number, and email address. The TEA staff may contact the
provider, sponsor, or program to verify an educational activity;

(B) the name of the educational activity (e.g., course
title, course number);

(C) the competency or competencies addressed by the
educational activity as determined by the formula described in para-
graph (3)(B) of this subsection;

(D) the provider, sponsor, or program's description of
the educational activity (e.g., syllabus, course outline, program of

study); and

(E) the provider, sponsor, or program's written verifi-
cation of the candidate's completion of the educational activity (e.g.,
transcript, certificate of completion). The written verification must in-
clude:

(i) the provider, sponsor, or program's name;

(i) _the candidate's name;

(iii) the name of the educational activity;

(iv) _the date(s) of the educational activity; and

(v) the number of clock-hours completed for the ed-
ucational activity. Clock-hours completed before the most recent ex-
amination attempt or after a request for a waiver is submitted shall not
be included. One semester credit hour earned at an accredited institu-
tion of higher education is equivalent to 15 clock-hours.
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(5) To request a waiver of the limitation, a candidate must
meet the following conditions:

(A) the candidate is otherwise eligible to take an exam-
ination. A candidate seeking a certificate based on completion of an
EPP must have the approval of an EPP to request a waiver;

(B) the candidate pays the non-refundable waiver re-
quest fee of $160;

(C) the candidate requests the waiver of the limitation
in writing on forms developed by the TEA staff; and

(D) the request for the waiver is postmarked not earlier

than:

(i) 45 calendar days after an unsuccessful attempt at
the fourth retake of an examination as defined in the TEC, §21.048; or

(ii) 90 calendar days after the date of the most recent
denied waiver of the limitation request; or

(iii) 180 calendar days after the date of the most re-
cent unsuccessful examination attempt that was the result of the most
recently approved request for waiver of the limitation.

(6) The TEA staff shall administratively approve each ap-
plication that meets the criteria specified in paragraphs (2)-(5) of this
subsection.

(7) An applicant who does not meet the criteria in para-
graphs (2)-(5) of this subsection may appeal to the SBEC for a final
determination of good cause. A determination by the SBEC is final
and may not be appealed.

(b) [€e)] A candidate seeking a standard certificate as an educa-
tor based on completion of an approved EPP may take the appropriate
certification examination(s) required by subsection (a) [(b)] of this sec-
tion only at such time as the EPP determines the candidate's readiness
to take the examinations, or upon successful completion of the EPP,
whichever comes first.

(c) [€d)] The holder of a lifetime Texas certificate effective
before February 1, 1986, must pass examinations prescribed by the
SBEC to be eligible for continued certification, unless the individ-
ual has passed the Texas Examination of Current Administrators and
Teachers (TECAT).

(d) [€e)] The commissioner of education [Eer an examination
or other assessment required by law or under the provisions of this
title; the SBEC] approves the satisfactory level of performance required
for certification examinations, and the SBEC approves[;] a schedule
of examination fees[;] and a plan for administering the examinations
[examination].

(¢) The appropriate examination(s) required for certification
are specified in the figure provided in this subsection.
Figure: 19 TAC §230.21(¢)

(f) Scores from examinations required under this title must be
made available to the examinee, the TEA [Texas Education Ageney
FEA)] staff, and, if appropriate, the EPP from which the examinee
will seek a recommendation for certification.

(g) The following provisions concern test security and confi-
dential integrity.

(1) An educator who participates in the development, de-
sign, construction, review, field testing, or validation of an examination
shall not reveal or cause to be revealed the contents of the examination
to any other person.

(2) Aneducator who administers an examination shall not:

(A) allow or cause an unauthorized person to view any
part of the examination;

(B) copy, reproduce, or cause to be copied or repro-
duced any part of the examination;

(C) reveal or cause to be revealed the contents of the
examination;

(D) correct, alter, or cause to be corrected or altered any
response to a test item contained in the examination;

(E) provide assistance with any response to a test item
contained in the examination or cause assistance to be provided; or

(F) deviate from the rules governing administration of
the examination.

(3) An educator who violates subsection (a) [(b)] or (b)
[€e)] of this section is subject to sanction in accordance with the provi-
sions of the TEC, §21.041(b)(7), and Chapter 249 of this title (relating
to Disciplinary Proceedings, Sanctions, and Contested Cases).

(4) An educator who is an examinee shall not:

(A) copy, reproduce, or cause to be copied or repro-
duced any test item contained in the examination;

(B) provide assistance with any response to a test item
contained in the examination, or cause assistance to be provided;

(C) solicit or accept assistance with any response to a
test item contained in the examination;

(D) deviate from the rules governing administration of
the examination; or

(E) otherwise engage in conduct that amounts to cheat-
ing, deception, or fraud.

(5) An educator who violates this subsection is subject to:

(A) sanction in accordance with the provisions of the
TEC, §21.041(b)(7), and Chapter 249 of this title;

(B) voiding of a score from an examination in which a
violation specified in this subsection occurred; and

(C) disallowance and exclusion from future examina-
tions either in perpetuity or for a period of time that serves the best
interests of the education profession.

§230.25.  Test Exemptions for Persons with a Hearing Impairment.

(a) A candidate who has a hearing impairment may request ex-
emption from educator certification and competence examinations that
have not been field-tested for appropriateness, reliability, and validity
as applied to persons with hearing impairments.

(b) A request for such an exemption shall include:

(1) areport by a licensed audiologist documenting that the
candidate has a hearing impairment so severe that the person cannot
process written linguistic information. The report may not be dated
more than one year from the date of the request for the exemption and
should address the relationship between the candidate's age at the on-
set or diagnosis of hearing loss and the candidate's ability to process
written linguistic information; and

(2) a recommendation for exemption and certification of
the candidate by an approved Texas educator preparation program
(EPP). The recommendation shall be based on the EPP's determination
of the candidate's qualification for the exemption and competency in
each certification class and category [eentent field] in which certifica-
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tion is sought. The EPP shall make and document its determination of
educator standards [eentent field] competency, as follows:

(A) by reviewing and approving transcripts from an ac-
credited institution of higher education that demonstrate that the candi-
date has completed 24 semester credit hours in the educator standards
[eontent field], including 12 semester credit hours of upper division
coursework, and documenting that the coursework is aligned to the
Texas educator [centent field] standards;

(B) if an EPP uses an alternative assessment to mea-
sure competency in any certification class and category [eentent field]
in which a certification is being sought, by documenting the method
and validity of the means of assessment, the results of the assessment,
and the alignment of the assessment to the applicable Texas educator
[content field] standards; and

(C) for the Texas pedagogy and professional responsi-
bilities examination, by documenting successful completion of EPP
coursework and training covering educator standards for the grade level
for which certification is sought.

(c) The TEC, §21.048, provides that the SBEC may not admin-
ister a certification examination that has not been field-tested for appro-
priateness, reliability, and validity to a person who is unable to process
linguistic information. An educator who has been granted such an ex-
emption may not subsequently take any other such certification exami-
nation without submitting a new audiologist's report that addresses the
prior audiologist's report and documents that the educator is now able
to process written linguistic information.

(d) This section does not affect the procedures for one-year
certificates, extensions, and permits based on out-of-state credentials
pursuant to §230.113 of this title (relating to Requirements for Texas
Certificates Based on Certification from Other States or Territories of
the United States), but, to be issued a standard certificate, a person
must either satisfy the applicable examination requirements or be rec-
ommended for certification by an EPP.

(e) As with other EPP completion and admission documenta-
tion under §228.40 of this title (relating to Assessment and Evaluation
of Candidates for Certification and Program Improvement), all docu-
mentation required under this section shall be retained by an EPP for
five years and is subject to audit by Texas Education Agency staff.

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on February 29,
2016.

TRD-201601006

Cristina De La Fuente-Valadez

Director, Rulemaking, Texas Education Agency
State Board for Educator Certification

Earliest possible date of adoption: April 10, 2016
For further information, please call: (512) 475-1497

¢ ¢ ¢

CHAPTER 232. GENERAL CERTIFICATION
PROVISIONS

SUBCHAPTER A. CERTIFICATE RENEWAL
AND CONTINUING PROFESSIONAL
EDUCATION REQUIREMENTS

The State Board for Educator Certification (SBEC) proposes
amendments to 19 TAC §§232.7, 232.9, 232.11, 232.13, 232.15,
232.17, 232.19, 232.21, and 232.23 and repeal of 19 TAC
§232.27, concerning certificate renewal and continuing profes-
sional education (CPE) requirements. The sections establish
the renewal requirements relating to types and classes of
certificates issued and CPE. The proposed amendments to 19
TAC §§232.7, 232.9, 232.11, 232.13, 232.15, 232.17, 232.19,
232.21, and 232.23 would implement the requirement from the
84th Texas Legislature, Regular Session, 2015, to allow educa-
tors to receive credit for completion of an instructional course
on the use of an automated external defibrillator (AED) and
would further clarify certificate renewal and CPE requirements.
The proposed repeal of 19 TAC §232.27 would further clarify
certificate renewal and CPE requirements.

Current 19 TAC Chapter 232, General Certification Provisions,
establishes the renewal requirements relating to types and
classes of certificates issued, CPE, and national criminal history
record information review.

The proposed rule actions would amend 19 TAC §§232.7, 232.9,
232.11,232.13, 232.15, 232.17, 232.19, 232.21, and 232.23 and
repeal 19 TAC §232.27. The proposed rule actions to 19 TAC
Chapter 232 identify necessary changes based on recent legis-
lation passed during the 84th Texas Legislature, Regular Ses-
sion, 2015, and reflect input received from the SBEC and Texas
Education Agency (TEA) staff-convened stakeholder meetings.
The proposed rule actions also result from the SBEC's rule re-
view of 19 TAC Chapter 232 conducted in accordance with Texas
Government Code, §2001.039.

§232.7. Requirements for Certificate Renewal

Language would be amended to delete subsection (c) that re-
quires licensure, certification, or registration to be current and
in good standing before career and technical education (CTE)
certificates can be renewed. TEA staff recommends this rule
change to ensure no classroom certificate area is treated dif-
ferently from others as it relates to certificate renewal require-
ments. Because current CPE requirements state that at least
80% of the hours should be directly related to the certificate(s)
being renewed, TEA staff believes that CTE certificate holders
can maintain focused training in their area(s) of certification and
remain current in the knowledge and skills necessary to success-
fully deliver instruction and positively influence student learning.
The remaining subsections would be relettered accordingly.

§232.9. Inactive Status and Late Renewal

Language would be amended in subsection (d) to require a per-
son whose certificate has become inactive because of failure to
renew to verify through an affidavit that the person is in com-
pliance with renewal requirements. Proposed new subsection
(e) would confirm TEA staff is responsible for completing audits
of educator CPE hours. The auditing procedures would be de-
pendent on the availability of TEA resources and may include
random audits. TEA staff will be responsible for contacting ed-
ucators directly and providing them with all information needed
to submit required documentation for completion of certificate re-
newal audits. The language would also confirm that the TEA staff
may require written documentation of all activities applied toward
CPE requirements. Proposed new subsection (f) would confirm
that a person who falsifies information submitted on an affidavit
could be subject to criminal liability and educator certification
sanction. These proposed changes would clarify the process to
reactivate an inactive certificate as well as the process that TEA
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staff would use to verify that the renewal requirements have been
met.

§232.11. Number and Content of Required Continuing Profes-
sional Education Hours

Language would be amended in subsection (c) to clarify that at
least 80% of the required CPE activities be directly related to
the renewal of the certificate(s) being renewed and focus on the
standards required for initial issuance of the certificate(s). As a
result of SB 382, 84th Texas Legislature, Regular Session, 2015,
proposed new subsection (h) would be added to allow an edu-
cator to receive credit towards CPE requirements by completing
an instructional course on the use of an AED that meets speci-
fied AED training guidelines. Proposed new subsection (i) would
allow educators to receive CPE credit for completing suicide pre-
vention training that meets the guidelines in the TEC, §21.451,
as amended by House Bill 2186, 84th Texas Legislature, Regu-
lar Session, 2015.

§232.13. Number of Required Continuing Professional Educa-
tion Hours by Classes of Cettificates

Language would be amended in subsections (c) and (d) to match
current wording in subsections (e), (f), and (g) that clearly states
the 200-clock hour CPE requirement. Language would also be
amended in subsections (c) and (d) to reference the renewal
requirements that are specific to the school counselor and school
librarian certificates. These proposed changes would clarify and
align the requirements for certification renewal.

§232.15. Types of Acceptable Continuing Professional Educa-
tion Activities

Language would be amended in subsection (a)(1) and (3) to clar-
ify that the activities need to be in the content area knowledge
and skills related to the certificate(s) being renewed. This pro-
posed change would align the types of acceptable CPE activities.

§232.17.
Sponsor

Pre-Approved Professional Education Provider or

Language would be amended in subsection (a)(5) to include
Texas public open-enrollment charter schools to the list of pre-
approved professional education providers or sponsors. This
proposed change would allow certified educators employed by
an open-enrollment charter school to receive CPE credit for ac-
ceptable CPE activities provided by their employer.

§232.19. Approval of Private Companies, Private Entities, and
Individuals

Language would be amended to clarify that this section is only
for private companies, private entities, and individuals who seek
to provide CPE on their own behalf and not through the sponsor-
ship of a pre-approved provider or sponsor.

§232.21. Provider Registration Requirements

Language would be amended in subsection (c) to require
providers to maintain a record of CPE activity for a period of
seven years after the activity. This proposed change would
assist TEA staff in confirming CPE credits when auditing an
educator's renewal requirements. Language would be amended
in subsection (d) to clarify that the withdrawal of approval
to provide CPE does not entitle a provider or sponsor to a
contested-case hearing before the SBEC. Proposed new sub-
section (f) would allow TEA staff to review the documentation
that is required for provider or sponsor approval. If TEA staff
determines that a provider or sponsor is operating in violation

of applicable laws or rules, the TEA staff may withdraw the
approval that had been granted.

§232.23. Verification of Renewal Requirements

Current subsection (c) would be replaced to confirm TEA staff is
responsible for completing audits of educator CPE hours. The
auditing procedures would be dependent on the availability of
TEA resources and may include random audits. TEA staff would
be responsible for contacting educators directly and providing
them with all information needed to submit required documenta-
tion for completion of certificate renewal audits. The language
would also confirm that the TEA staff may require written doc-
umentation of all activities applied toward CPE requirements.
Language in subsection (b) would be moved to proposed new
subsection (d).

The proposed amendments and repeal would have no reporting
requirements; however, there would be procedural implications.
The proposed amendments to 19 TAC §232.9 and §232.23
would clarify that an educator must provide TEA staff with
documentation if an educator's certification renewal record is
selected for an audit. The documentation may include the
documentation described in §232.15, Types of Acceptable Con-
tinuing Professional Education Activities, and §232.21, Provider
Registration Requirements, but at the minimum, it would include
a summary CPE worksheet. The proposed amendments and
repeal would clarify locally maintained paperwork requirements
for CPE providers. The proposed amendment to 19 TAC
§232.21 does not change the documentation requirements for
what CPE providers need to maintain regarding CPE activity,
but would add a seven-year retention period requirement for
CPE providers after a CPE activity is provided. The proposed
amendment to 19 TAC §232.21 would clarify that TEA staff may
review the documentation required for CPE provider registration.

FISCAL NOTE. Ryan Franklin, associate commissioner for ed-
ucator leadership and quality, has determined that for the first
five-year period the proposed amendments and repeal are in
effect there will be no additional fiscal implications for state or
local government as a result of enforcing or administering the
proposed amendments and repeal.

PUBLIC BENEFIT/COST NOTE. Mr. Franklin has determined
that for the first five-year period the proposed amendments and
repeal are in effect the public and student benefit anticipated as a
result of the proposed amendments and repeal would be clarified
certificate renewal requirements relating to the types and classes
of certificates issued. There are no additional costs to persons
required to comply with the proposed amendments and repeal.

ECONOMIC IMPACT STATEMENT AND REGULATORY
FLEXIBILITY ANALYSIS FOR SMALL BUSINESSES AND
MICROBUSINESSES. There is no direct adverse economic
impact for small businesses and microbusinesses; therefore,
no regulatory flexibility analysis, specified in Texas Government
Code, §2006.002, is required.

REQUEST FOR PUBLIC COMMENT. The public comment pe-
riod on the proposal begins March 11, 2016, and ends April 11,
2016. The SBEC will take registered oral and written comments
on the proposed revisions to 19 TAC Chapter 232 at the April
15, 2016 meeting in accordance with the SBEC board operat-
ing policies and procedures. Comments on the proposal may
be submitted to Cristina De La Fuente-Valadez, Rulemaking,
Texas Education Agency, 1701 North Congress Avenue, Austin,
Texas 78701, (512) 475-1497. Comments may also be submit-
ted electronically to sbecrules@tea.texas.gov or faxed to (512)
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463-5337. All requests for a public hearing on the proposed
amendments and repeal submitted under the Administrative Pro-
cedure Act must be received by the Department of Educator
Leadership and Quality, Texas Education Agency, 1701 North
Congress Avenue, Austin, Texas 78701, Attention: Mr. Ryan
Franklin, associate commissioner for educator leadership and
quality, not more than 14 calendar days after notice of the pro-
posal has been published in the Texas Register on March 11,
2016.

19 TAC §§232.7, 232.9, 232.11, 232.13, 232.15, 232.17,
232.19, 232.21, 232.23

STATUTORY AUTHORITY. The amendments are proposed un-
der the Texas Education Code (TEC), §21.003(a), which states
that a person may not be employed as a teacher, teacher in-
tern or teacher trainee, librarian, educational aide, administra-
tor, educational diagnostician, or school counselor by a school
district unless the person holds an appropriate certificate or per-
mit issued as provided by the TEC, Chapter 21, Subchapter B;
§21.0031(f), which clarifies and places certain limits on provi-
sions authorizing termination of an educator's contract for fail-
ure to maintain a valid certificate; §21.031(a), which states that
the State Board for Educator Certification (SBEC) shall regu-
late and oversee all aspects of the certification, continuing ed-
ucation, and standards of conduct of public school educators;
§21.031(b), which states that in proposing rules under the TEC,
Chapter 21, Subchapter B, the SBEC shall ensure that all can-
didates for certification or renewal of certification demonstrate
the knowledge and skills necessary to improve the performance
of the diverse student population of this state; §21.041(b)(1),
which requires the SBEC to propose rules that provide for the
regulation of educators and the general administration of the
TEC, Chapter 21, Subchapter B, in a manner consistent with
the TEC, Chapter 21, Subchapter B; §21.041(b)(2), which re-
quires the SBEC to propose rules that specify the classes of
educator certificates to be issued, including emergency certifi-
cates; §21.041(b)(3), which requires the SBEC to propose rules
that specify the period for which each class of educator certifi-
cate is valid; §21.041(b)(4), which requires the SBEC to pro-
pose rules that specify the requirements for the issuance and
renewal of an educator certificate; §21.041(b)(7), which requires
the SBEC to propose rules that provide for disciplinary proceed-
ings, including the suspension or revocation of an educator cer-
tificate, as provided by the Texas Government Code, Chapter
2001; §21.041(b)(8), which requires the SBEC to propose rules
that provide for the enforcement of an educator's code of ethics;
§21.041(b)(9), which requires the SBEC to propose rules that
provide for continuing education requirements; §21.054, which
requires classroom teachers, principals, and school counselors
to earn continuing professional education units in specific ar-
eas and options for meeting those requirements and directs the
SBEC to propose rules relating to continuing education courses
and programs for educators; and §21.0541, as added by Senate
Bill (SB) 382, 84th Texas Legislature, Regular Session, 2015,
which requires the SBEC to adopt rules that allow an educator
to receive credit towards the educator's continuing education re-
quirements for completion of an instructional course on the use
of an automated external defibrillator that meets the guidelines
for automated external defibrillator training approved under the
Texas Health and Safety Code, §779.002; and the Texas Occu-
pations Code (TOC), §55.002, as amended by SB 1307, 84th
Texas Legislature, Regular Session, 2015, which exempts a mil-
itary service member from increased fees or penalties resulting
from failing to timely renew a license; and §55.003, as amended

by SB 1307, 84th Texas Legislature, Regular Session, 2015,
which grants an extension of two years of additional time to com-
plete license renewal and continuing education requirements to
a military service member.

CROSS REFERENCE TO STATUTE. The proposed amend-
ments implement the TEC, §§21.003(a), 21.0031(f), 21.031,
21.041(b)(1)-(4) and (7)-(9), 21.054; and 21.0541, as added
by SB 382, 84th Texas Legislature, Regular Session, 2015;
and the TOC, §55.002, as amended by SB 1307, 84th Texas
Legislature, Regular Session, 2015; and §55.003, as amended
by SB 1307, 84th Texas Legislature, Regular Session, 2015.

§232.7.  Requirements for Certificate Renewal.

(a) The Texas Education Agency (TEA) staff shall develop
procedures to:

(1) notify educators at least six months prior to the expira-
tion of the renewal period to the email address as specified in §230.91
of this title (relating to Procedures in General);

(2) consider requests for hardship when circumstances be-
yond the control of the educator such as catastrophic illness of the ed-
ucator or an immediate family member or military service of the edu-
cator prevented completion of the renewal requirements. If a hardship
exemption is granted, the educator will be given a designated amount
of time to complete the required number of continuing professional ed-
ucation clock-hours, apply, and pay the appropriate fee. The granting
or denial of a request for extension of a renewal deadline shall be solely
within the discretion of TEA staff and shall not be subject to appeal;

(3) confirm compliance with all renewal requirements pur-
suant to this subchapter;

(4) notify educators who are not renewed due to noncom-
pliance with this section; and

(5) wverify that educators applying for reactivation of cer-
tificate(s) under §232.9 of this title (relating to Inactive Status and Late
Renewal) are in compliance with subsection (b)(2)-(6) of this section.

(b) To be eligible for renewal, an educator must:

(1) satisfy continuing professional education requirements,
pursuant to §232.11 of this title (relating to Number and Content of
Required Continuing Professional Education Hours);

(2) hold avalid standard certificate that is not currently sus-
pended and has not been surrendered in lieu of revocation or revoked
by lawful authority;

(3) not be a respondent in a disciplinary proceeding under
Chapter 249 of this title (relating to Disciplinary Proceedings, Sanc-
tions, and Contested Cases);

(4) successfully resolve any reported criminal history, as
defined by §249.3 of this title (relating to Definitions);

(5) not be in default on a guaranteed student loan reported
by the Texas Guaranteed Student Loan Corporation or a judgment debt
for a student loan owed to the Texas Higher Education Coordinating
Board, unless repayment arrangements have been made;

(6) not be in arrears of child support, pursuant to the Texas
Family Code, Chapter 232;

(7) pay the renewal fee, pursuant to §232.25 of this title
(relating to Fees Payable Upon Certificate Renewal or Reactivation),
which shall be a single fee regardless of the number of certificates being
renewed; and
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(8) submit fingerprints in accordance with §232.35(c) of
this title (relating to Submission of Required Information) and the TEC,
§22.0831.

fte) When renewing eareer and technical education eertifica-
tions that require licensure; certification; or registration by a state or

ronall . it as & professional ot

in one or more approved occupations for which instruction is offered; h-
eensure; certification; or registration shall be eurrent and in good stand-
ing:}

(c) [€d)] The TEA staff shall renew the certificate(s) of an ed-
ucator who meets all requirements of this subchapter.

(d) [€e)] The State Board for Educator Certification shall stay
the renewal of an educator's certificate(s) who fails to comply with sub-
section (b)(3) of this section, pending resolution of the disciplinary ac-
tion. A certificate that is not suspended, surrendered in lieu of revoca-
tion, or revoked shall be renewed upon the final resolution of the disci-
plinary action provided that all other requirements have been satisfied.
The renewal of a suspended certificate shall be stayed until the certifi-
cate has been reinstated. Payment of a late fee shall not be required if
the late renewal is solely due to the pendency of a disciplinary action
or to a suspension.

$232.9.  Inactive Status and Late Renewal.

(a) The certificate(s) of an educator holding a valid standard
certificate who does not satisfy the requirements of this subchapter shall
be placed on inactive status, subject to the requirements of the Texas
Education Code, §21.0031(f). At any time, the educator may apply un-
der procedures adopted by the Texas Education Agency (TEA) staff to
have his or her certificate(s) reactivated and submit the reactivation fee.
Reactivation of the educator's certificate(s) is subject to verification by
the State Board for Educator Certification (SBEC) that the educator is
in compliance with §232.7 of this title (relating to Requirements for
Certificate Renewal). The renewal date of a reactivated certificate(s)
shall be five years after the last day of the certificate holder's next birth
month.

(b) Under procedures approved by the SBEC, the TEA staff
shall notify a person by email of the reason(s) for denying the renewal
and the actions or conditions required for removal from inactive status.

(c) A person who satisfies all requirements for renewal after
the renewal date of a certificate shall pay a late renewal fee in addition
to the standard renewal fee. A person whose certificate has become
inactive because of failure to renew shall also pay a reactivation fee.
The amount of these fees shall be as provided in §230.101 of this title
(relating to Schedule of Fees for Certification Services).

(d) Ifaperson does not satisfy the required continuing profes-
sional education (CPE) hours at the expiration of the renewal period,
the person may have the certificate(s) removed from inactive status and
reactivated by verifying through an affidavit in a manner determined by
the TEA staff whether he or she is in compliance with renewal require-
ments, including CPE hours, [filing with the SBEC; on a form devel-
heurs] and paying any applicable fee(s).

(e) The TEA staff shall be responsible for auditing compliance
with renewal requirements. The TEA audit procedures shall be based
on available resources and may include random audits. The TEA staff
shall contact an educator selected for an audit of his or her renewal re-
quirements and provide the educator with information needed to sub-
mit the documentation that supports certificate renewal. The TEA staff
at any time may review the documentation required for renewal un-
der this subchapter, which may include the documentation described
in §232.15 of this title (relating to Types of Acceptable Continuing

Professional Education Activities) and §232.21 of this title (relating
to Provider Registration Requirements).

() Ifit is determined that a person falsified any information
submitted on the affidavit, the person could be subject to criminal lia-
bility and educator certification sanction.

$§232.11.  Number and Content of Required Continuing Professional
Education Hours.

(a) The appropriate number of clock-hours of continuing pro-
fessional education (CPE), as specified in §232.13 of this title (relating
to Number of Required Continuing Professional Education Hours by
Classes of Certificates), must be completed during each five-year re-
newal period.

(b) One semester credit hour earned at an accredited institution
of higher education is equivalent to 15 CPE clock-hours.

(c) Atleast 80% of the CPE activities shall [sheuld] be directly
related to the certificate(s) being renewed and focus on the standards
required for the initial issuance of the certificate(s), including:

(1) content area knowledge and skills;
(2) professional ethics and standards of conduct;

(3) professional development, which should encompass
topics such as the following:

(A) district and campus priorities and objectives;

(B) child development, including research on how chil-

dren learn;
(C) classroom management;
(D) applicable federal and state laws;
(E) diversity and special needs of student populations;
(F) increasing and maintaining parental involvement;
. (G) integration of technology into educational prac-
tices;

(H) ensuring that students read on or above grade level;

(I) diagnosing and removing obstacles to student
achievement; and

(J) instructional practices.

(4) Not more than 25% of the CPE activities for a class-
room teacher shall include instruction regarding:

(A) collecting and analyzing information that will im-
prove effectiveness in the classroom;

(B) recognizing early warning indicators that a student
may be at risk of dropping out of school;

(C) integrating technology into classroom instruction;
and

(D) educating diverse student populations, including:

(i) students with disabilities,
health disorders;

including mental

(ii)  students who are educationally disadvantaged;
(iii)  students of limited English proficiency; and
(iv)  students at risk of dropping out of school.

(5) Not more than 25% of the CPE activities for a principal
shall include instruction regarding:
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(A) effective and efficient management, including:
(i) collecting and analyzing information;
(i) making decisions and managing time; and

(iii) supervising student discipline and managing
behavior;

(B) recognizing early warning indicators that a student
may be at risk of dropping out of school;

(C) integrating technology into campus curriculum and
instruction; and

(D) educating diverse student populations, including:

(i) students with disabilities, including mental
health disorders;

(ii) students who are educationally disadvantaged;
(iii)  students of limited English proficiency; and
(iv) students at risk of dropping out of school.

(6) Not more than 25% of the CPE activities for a school
counselor shall include instruction regarding:

(A) assisting students in developing high school gradu-
ation plans;

(B) implementing dropout prevention strategies; and
(C) informing students concerning:

(i) college admissions, including college financial
aid resources and application procedures; and

(ii)  career opportunities.

(d) Educators are encouraged to identify CPE activities based
on results of his or her annual appraisal required under the Texas Edu-
cation Code, Chapter 21, Subchapter H.

(e) The required CPE for educators who teach students with
dyslexia must include training regarding new research and practices in
educating students with dyslexia. The required training may be sat-
isfied through an online course approved by Texas Education Agency
staff.

(f) An educator eligible to renew multiple classes of certifi-
cates issued during the same renewal period may satisfy the require-
ments specified in §232.13 of this title for any class of certificate is-
sued for less than the full five-year period by completing a prorated
number of the required CPE clock-hours. Educators must complete a
minimum of one-fifth of the additional CPE clock-hours for each full
calendar year that the additional class of certificate is valid.

(g) An educator may fulfill up to 12 clock-hours of required
CPE activities by participating in a mental health first aid training pro-
gram offered by a local mental health authority under the Texas Health
and Safety Code, §1001.203. The number of clock-hours of CPE an
educator may fulfill under this subsection may not exceed the number
of clock-hours the educator actually spends participating in a mental
health first aid training program.

(h) An educator may receive credit towards CPE requirements
for completion of an instructional course on the use of an automated ex-
ternal defibrillator (AED) that meets the guidelines for AED training
approved under Texas Health and Safety Code, §779.002, in accor-
dance with the Texas Education Code (TEC), §21.0541.

(i) An educator may receive credit towards CPE requirements
for completion of suicide prevention training that meets the guidelines
for suicide prevention training approved under the TEC, §21.451.

§232.13.  Number of Required Continuing Professional Education
Hours by Classes of Certificates.

(a) Holders of the Standard Superintendent Certificate shall
complete 200 clock-hours of continuing professional education (CPE)
every five years. Specific requirements are contained in §242.30 of this
title (relating to Requirements to Renew the Standard Superintendent
Certificate).

(b) Holders of the Standard Principal Certificate shall com-
plete 200 clock-hours of CPE every five years. Specific requirements
are contained in §241.30 of this title (relating to Requirements to Re-
new the Standard Principal Certificate).

(c) Holders of the Standard School Counselor Certificate shall
complete 200 clock-hours of CPE [training as speeified in §239.25(a)
of this title (relating to Regquirements to Renew the Standard Scheol
Counselor Certificate)] every five years. Specific requirements are con-
tained in §239.25 of this title (relating to Requirements to Renew the
Standard School Counselor Certificate).

(d) Holders of the Standard School Librarian Certificate and
Learning Resources Specialist Certificate shall complete 200 clock-
hours of CPE [training as speeified in §239.65(a) of this title (relating
to Requirements to Renew the Standard Sehoel Librarian Certificate)]
every five years. Specific requirements are contained in §239.65 of this
title (relating to Requirements to Renew the Standard School Librarian

Certificate).

(e) Holders of the Standard Educational Diagnostician Certifi-
cate shall complete 200 clock-hours of CPE every five years.

(f) Holders of the Standard Reading Specialist Certificate shall
complete 200 clock-hours of CPE every five years.

(g) Holders of the Standard Master Teacher Certificate shall
complete 200 clock-hours of CPE every five years.

(h) Holders of the Standard Classroom Teacher Certificate
shall complete 150 clock-hours of CPE every five years. Specific
requirements are contained in §232.11 of this title (relating to Number
and Content of Required Continuing Professional Education Hours).

(1) Holders of the Standard Educational Aide Certificate are
exempt from the provisions of §232.11 of this title.

(j) Holders of professional certificates issued prior to Septem-
ber 1, 1999, who opt into the Standard Certificate pursuant to §232.3
of this title (relating to Voluntary Renewal of Current Texas Educators)
shall complete 200 clock-hours of CPE every five years.

(k) Holders of provisional certificates issued prior to Septem-
ber 1, 1999, who opt into the Standard Certificate pursuant to §232.3
of this title shall complete 150 clock-hours of CPE every five years.

(1) An educator holding multiple classes of certificates shall
complete the higher number of required CPE clock-hours in the held
classes during each five-year renewal period unless otherwise specified
in applicable State Board for Educator Certification rules codified in the
Texas Administrative Code, Title 19, Part 7.

(m) Holders of a Standard Certificate in other professional ar-
eas must complete 200 clock-hours of CPE every five years.

$232.15.
tivities.

Types of Acceptable Continuing Professional Education Ac-

(a) The following are acceptable types of continuing profes-
sional education (CPE) activities:
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(1) participating in institutes, workshops, seminars, confer-
ences, interactive distance learning, video conferencing, online activ-
ities, and in-service or staff development activities given by an ap-
proved provider or sponsor, pursuant to §232.21 of this title (relat-
ing to Provider Registration Requirements), in content area knowledge
and skills related to the certificate(s) being renewed [which are related
te or enhanee the professional and skills of the edueater].
Staff development activities completed through accredited public and
private schools in other states, United States territories, and countries
other than the United States may be accepted;

(2) completing undergraduate courses in content area
knowledge and skills related to the certificate(s) being renewed, grad-
uate courses, or training programs that are taken through an accredited
institution of higher education that at the time was accredited or
otherwise approved by an accrediting organization recognized by the
Texas Higher Education Coordinating Board or as outlined in §230.1
of this title (relating to Definitions);

(3) participating in an independent study in content area
knowledge and skills related to the certificate(s) being renewed, not
to exceed 20% of the required clock-hours, which may include:

(A) self-study of relevant professional materials (e.g.,
books, journals, periodicals, video and audio tapes, computer software,
interactive distance learning, video conferencing, or online activities);

(B) developing curriculum; or
(C) authoring a published work;

(4) developing, teaching, or presenting a CPE activity de-
scribed in this subsection or subsection (b) of this section, not to exceed
10% of the required clock-hours; and

(5) providing professional guidance as a mentor to another
educator, not to exceed 30% of the required clock-hours.

(b) Completion of each CPE activity should be evidenced by
documentation (e.g., transcripts, certificates of completion, or atten-
dance logs).

$§232.17.  Pre-Approved Professional Education Provider or Sponsor.

(a) The following may provide and/or sponsor continuing pro-
fessional education (CPE) activities and must comply with the provi-
sions of §232.21 of this title (relating to Provider Registration Require-
ments). Pre-approved providers include:

(1) State Board for Educator Certification;
(2) Texas Education Agency;

(3) accredited institutions of higher education that at the
time were accredited or otherwise approved by an accrediting organi-
zation recognized by the Texas Higher Education Coordinating Board;

(4) regional education service centers;

(5) Texas public school districts and open-enrollment char-
ter schools. To be creditable toward CPE requirements, school district
in-service and/or staff development activities must be developed, ap-
proved, and conducted in accordance with the Texas Education Code,
§21.451;

(6) private schools, as defined in §230.1 of this title (relat-
ing to Definitions); and

(7) professional membership associations or non-profits
that have offered professional development in Texas for at least
five years and have tax-exempt status under 26 United States Code,
§501(c)(3)-(6), or a state association affiliated with a national associa-
tion with tax-exempt status.

(b) If private companies, entities, and individuals provide
CPE activities on behalf of a pre-approved provider, the pre-approved
provider is responsible for ensuring compliance with quality and
documentation requirements of §232.21 of this title.

$§232.19.  Approval of Private Companies, Private Entities, and Indi-
viduals.

Private companies, private entities, and individuals who wish to pro-
vide continuing professional education (CPE) for Texas educators on
their own behalf [and administrators] must register with the State Board
for Educator Certification and be approved under §232.21 of this title
(relating to Provider Registration Requirements).

(1) The Texas Education Agency staff shall develop proce-
dures to approve as providers and/or sponsors any other person, agency,
or entity seeking to offer CPE activities pursuant to the requirements
of this subchapter.

(2) It is the responsibility of the educator to verify the ap-
proval status of any CPE provider prior to completion of the CPE ac-
tivities.

§232.21.  Provider Registration Requirements.

(a) Procedures adopted by the Texas Education Agency (TEA)
staff require all pre-approved and all other continuing professional ed-
ucation (CPE) providers or sponsors to register with the State Board
for Educator Certification (SBEC) by submitting the relevant sections
of the provider registration form designated by the TEA staff in order
to accomplish any or all of the following, as applicable:

(1) notify the TEA staff of the intent to offer CPE activities;
(2) affirm compliance with all applicable statutes and rules;

(3) prohibit discrimination in the provision of CPE activi-
ties to any certified educator;

(4) document that each CPE activity:

(A) complies with applicable SBEC rules codified in
the Texas Administrative Code, Title 19, Part 7;

(B) contributes to the advancement of professional
knowledge and skills identified by standards adopted by the SBEC for
each certificate;

(C) is developed and presented by persons who are ap-
propriately knowledgeable in the subject matter of the training being
offered; and

(D) specifies the content under §232.11 of this title (re-
lating to Number and Content of Required Continuing Professional Ed-
ucation Hours) and number of creditable CPE clock-hours; and

(5) on a biennial or more frequent basis, conduct a com-
prehensive, in-depth self-study to assess the CPE needs and priorities
of educators served by the provider as well as the quality of the CPE
activities offered.

(b) At the conclusion of each activity offered for CPE credit,
the provider or sponsor must provide to each educator in attendance
written documentation listing, at a minimum, the provider's name and
provider number, the educator's name, the date and content of the ac-
tivity, and the number of clock-hours that count toward satisfying CPE
requirements.

(c) Allproviders are required to maintain a record [list] of CPE
activities [previded] that includes a list of attendees, the date and con-
tent of the activity, and the number of clock-hours that count toward
satisfying CPE requirements. Providers shall retain a record of CPE
activity for a period of seven years after the activity is completed.
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(d) A [The failure of the TEA staff to appreve a] provider or
sponsor that is not granted approval or has its approval withdrawn by
the TEA staff is [dees] not entitled [entitle that provider or sponser] to
a contested-case hearing before the SBEC or a person designated by
the SBEC to conduct contested-case hearings.

(e) The TEA staff shall develop procedures to receive and in-
vestigate complaints against a provider or sponsor alleging noncompli-
ance with this section. If the investigation determines that the provider
or sponsor is operating in violation of any applicable provision of state
law or rule, the TEA staff may withdraw the approval granted under
this section to the provider or sponsor.

(f) The TEA staff at any time may review the documentation
required for provider registration under this section. If TEA staff de-
termines that the provider or sponsor is operating in violation of any
applicable provision of state law or rule, the TEA staff may withdraw
the approval granted under this section to the provider or sponsor.

§232.23.

Verification of Renewal Requirements.

(a) Written documentation of completion of all activities ap-
plied toward continuing professional education (CPE) requirements
shall be maintained by each educator.

(b) By the date renewal is required, the educator shall verify
through an affidavit in a manner determined by the Texas Education
Agency (TEA) staff whether he or she is in compliance with renewal
requirements, including CPE. [¥f i is determined that an eduecater fal-

ot fo erimi bility and et ion |

(c) The TEA staff shall be responsible for auditing compliance
with renewal requirements. The TEA audit procedures shall be based
on available resources and may include random audits. The TEA staff
shall contact an educator selected for an audit of his or her renewal re-
quirements and provide the educator with information needed to sub-
mit the documentation that supports certificate renewal. The TEA staff
at any time may review the documentation required for renewal un-
der this subchapter, which may include the documentation described
in §232.15 of this title (relating to Types of Acceptable Continuing
Professional Education Activities) and §232.21 of this title (relating
to Provider Registration Requirements).

(d) [Ifitis determined that an educator falsified any information
submitted on the affidavit, the educator could be subject to criminal
liability and educator certification sanction.

The agency certifies that legal counsel has reviewed the pro-

posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on February 29,
2016.

TRD-201601007

Cristina De La Fuente-Valadez

Director, Rulemaking, Texas Education Agency
State Board for Educator Certification

Earliest possible date of adoption: April 10, 2016
For further information, please call: (512) 475-1497

¢ ¢ ¢
19 TAC §232.27

STATUTORY AUTHORITY. The repeal is proposed under the
Texas Education Code (TEC), §21.003(a), which states that a
person may not be employed as a teacher, teacher intern or
teacher trainee, librarian, educational aide, administrator, ed-
ucational diagnostician, or school counselor by a school dis-
trict unless the person holds an appropriate certificate or per-
mit issued as provided by the TEC, Chapter 21, Subchapter B;
§21.0031(f), which clarifies and places certain limits on provi-
sions authorizing termination of an educator's contract for fail-
ure to maintain a valid certificate; §21.031(a), which states that
the State Board for Educator Certification (SBEC) shall regu-
late and oversee all aspects of the certification, continuing ed-
ucation, and standards of conduct of public school educators;
§21.031(b), which states that in proposing rules under the TEC,
Chapter 21, Subchapter B, the SBEC shall ensure that all can-
didates for certification or renewal of certification demonstrate
the knowledge and skills necessary to improve the performance
of the diverse student population of this state; §21.041(b)(1),
which requires the SBEC to propose rules that provide for the
regulation of educators and the general administration of the
TEC, Chapter 21, Subchapter B, in a manner consistent with
the TEC, Chapter 21, Subchapter B; §21.041(b)(2), which re-
quires the SBEC to propose rules that specify the classes of
educator certificates to be issued, including emergency certifi-
cates; §21.041(b)(3), which requires the SBEC to propose rules
that specify the period for which each class of educator certifi-
cate is valid; §21.041(b)(4), which requires the SBEC to pro-
pose rules that specify the requirements for the issuance and
renewal of an educator certificate; §21.041(b)(7), which requires
the SBEC to propose rules that provide for disciplinary proceed-
ings, including the suspension or revocation of an educator cer-
tificate, as provided by the Texas Government Code, Chapter
2001; §21.041(b)(8), which requires the SBEC to propose rules
that provide for the enforcement of an educator's code of ethics;
§21.041(b)(9), which requires the SBEC to propose rules that
provide for continuing education requirements; §21.054, which
requires classroom teachers, principals, and school counselors
to earn continuing professional education units in specific ar-
eas and options for meeting those requirements and directs the
SBEC to propose rules relating to continuing education courses
and programs for educators; and §21.0541, as added by Senate
Bill (SB) 382, 84th Texas Legislature, Regular Session, 2015,
which requires the SBEC to adopt rules that allow an educator
to receive credit towards the educator's continuing education re-
quirements for completion of an instructional course on the use
of an automated external defibrillator that meets the guidelines
for automated external defibrillator training approved under the
Texas Health and Safety Code, §779.002; and the Texas Occu-
pations Code (TOC), §55.002, as amended by SB 1307, 84th
Texas Legislature, Regular Session, 2015, which exempts a mil-
itary service member from increased fees or penalties resulting
from failing to timely renew a license; and §55.003, as amended
by SB 1307, 84th Texas Legislature, Regular Session, 2015,
which grants an extension of two years of additional time to com-
plete license renewal and continuing education requirements to
a military service member.

CROSS REFERENCE TO STATUTE. The proposed re-
peal implements the TEC, §§21.003(a), 21.0031(f), 21.031,
21.041(b)(1)-(4) and (7)-(9), 21.054; and 21.0541, as added
by SB 382, 84th Texas Legislature, Regular Session, 2015;
and the TOC, §55.002, as amended by SB 1307, 84th Texas
Legislature, Regular Session, 2015; and §55.003, as amended
by SB 1307, 84th Texas Legislature, Regular Session, 2015.
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$§232.27.  Renewal and Continuing Education Requirements for Mil-
itary Service Members.

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on February 29,
2016.

TRD-201601008

Cristina De La Fuente-Valadez

Director, Rulemaking, Texas Education Agency
State Board for Educator Certification

Earliest possible date of adoption: April 10, 2016
For further information, please call: (512) 475-1497

¢ ¢ ¢

CHAPTER 234. MILITARY SERVICE
MEMBERS, MILITARY SPOUSES, AND
MILITARY VETERANS

19 TAC §§234.1, 234.3, 234.5, 234.7

The State Board for Educator Certification (SBEC) proposes new
19 TAC §§234.1, 234.3, 234.5, and 234.7, concerning require-
ments for military service members, military spouses, and mili-
tary veterans. The sections establish requirements for the certi-
fication of a military service member, military veteran, or military
spouse and the renewal and continuing education requirements
for military service members. Proposed new 19 TAC §§234.1,
234.3, 234.5, and 234.7 would address recent legislation, con-
solidate rules specific to the military community into one chapter,
and streamline future military-related rulemaking opportunities.

The 84th Texas Legislature, Regular Session, 2015, passed
Senate Bill (SB) 807, which requires all state licensing agencies
to adopt rules that implement the requirements of the Texas
Occupations Code (TOC), Chapter 55, regarding the licensing
of military service members, military spouses, and military
veterans and the waiving of licensing and application fees
paid to the state. The 84th Texas Legislature also passed SB
1307, which clarifies definitions of military spouses and military
veterans in key sections of the TOC, allows for the adoption of
rules to establish alternative methods for military groups to meet
requirements for licensure, grants the executive director of a
state agency to review applicant credentials and waive require-
ments for licensure, and incorporates the use of verified military
service to satisfy apprenticeship requirements for licensure.

In addition, the 84th Texas Legislature passed House Bill 2014,
which allows military service members seeking certification in ca-
reer and technical education to substitute experience in a partic-
ular trade for the license or professional credential in the specific
trade.

Proposed new 19 TAC Chapter 234 would consolidate all mili-
tary-related provisions into one chapter. The military-related pro-
visions currently outlined in 19 TAC §230.15, Certification of Mil-
itary Service Members, Military Spouses, and Military Veterans,
and 19 TAC §232.27, Renewal and Continuing Education Re-
quirements for Military Service Members, would be repealed as
applicable from 19 TAC Chapter 230 and 19 TAC Chapter 232.
These provisions would be incorporated into the new military
chapter as proposed new 19 TAC §234.5 and 19 TAC §234.7,

respectively. Proposed new 19 TAC §234.5(g) and (h) would sat-
isfy the provisions in SB 807 and align with current SBEC rules.

Proposed new 19 TAC Chapter 234 would also streamline future
military-related rulemaking opportunities by having all military-
related provisions in one chapter.

The proposed rule actions would have no procedural and report-
ing implications. Also, the proposed rule actions would have no
locally maintained paperwork requirements.

FISCAL NOTE. Ryan Franklin, associate commissioner for ed-
ucator leadership and quality, has determined that for the first
five-year period the proposed new sections are in effect there
will be fiscal implications for state government as a result of en-
forcing or administering the proposed new sections.

The estimated cost to the state (TEA) begins with Fiscal Year
(FY) 2016 based on the September 1, 2015 effective date of SB
807, 84th Texas Legislature, Regular Session, 2015. Based on
current tracking of legislation effective September 1, 2015, the
TEA estimates the number of individuals that would apply for cer-
tification at 500 for FY 2016, 550 for FY 2017, 605 for FY 2018,
665 for FY 2019, and 731 for FY 2020. The TEA estimates that
approximately 75% would apply through the out-of-state route to
certification while 25% would apply through the educator prepa-
ration program (EPP) route to certification.

For the TEA, the total estimated cost would be $143,500 for FY
2016, $157,940 for FY 2017, $173,500 for FY 2018, $190,720
for FY 2019, and $209,752 for FY 2020. The total estimated cost
for each year of FY 2016-FY 2020 is based on fees for the out-
of-state route to certification (test fees of $22, credential review
fee of $180, and certificate issuance fees of $52 and $78) and
the EPP route to certification (test fees of $22 and certificate
issuance fees of $52 and $78).

For the TEA, the estimated loss in revenue would be $143,500
for FY 2016, $157,940 for FY 2017, $173,500 for FY 2018,
$190,720 for FY 2019, and $209,752 for FY 2020. This estimate
is based on the fees that the TEA would not be collecting.

The TEA staff has determined that there is no additional fiscal
impact on local government as a result of enforcing or adminis-
tering the proposed new sections.

There is an anticipated economic savings to persons who are
required to comply with the proposed new sections. For indi-
viduals (military service members, military spouses, and military
veterans) not required under SB 807 to pay certification fees, the
total estimated savings would be approximately $143,500 for FY
2016, $157,940 for FY 2017, $173,500 for FY 2018, $190,720
for FY 2019, and $209,752 for FY 2020. Based on current fees
an individual would save $152 or $332 depending on the route
to certification.

PUBLIC BENEFIT/COST NOTE. Mr. Franklin has determined
that for the first five-year period the proposed new sections are
in effect the public and student benefit anticipated as a result
of the proposed new sections would be implementing statutory
provisions for expediting and facilitating the educator certifica-
tion of military service members, military spouses, and military
veterans. The anticipated economic cost to persons who are re-
quired to comply with the proposed new sections is described
earlier under Fiscal Note.

ECONOMIC IMPACT STATEMENT AND REGULATORY
FLEXIBILITY ANALYSIS FOR SMALL BUSINESSES AND
MICROBUSINESSES. There is no direct adverse economic
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impact for small businesses and microbusinesses; therefore,
no regulatory flexibility analysis, specified in Texas Government
Code, §2006.002, is required.

REQUEST FOR PUBLIC COMMENT. The public comment pe-
riod on the proposal begins March 11, 2016, and ends April 11,
2016. The SBEC will take registered oral and written comments
on proposed new 19 TAC Chapter 234 at the April 15, 2016 meet-
ing in accordance with the SBEC board operating policies and
procedures. Comments on the proposal may be submitted to
Cristina De La Fuente-Valadez, Rulemaking, Texas Education
Agency, 1701 North Congress Avenue, Austin, Texas 78701,
(512) 475-1497. Comments may also be submitted electroni-
cally to sbecrules@tea.texas.gov or faxed to (512) 463-5337. All
requests for a public hearing on the proposed new sections sub-
mitted under the Administrative Procedure Act must be received
by the Department of Educator Leadership and Quality, Texas
Education Agency, 1701 North Congress Avenue, Austin, Texas
78701, Attention: Mr. Ryan Franklin, associate commissioner
for educator leadership and quality, not more than 14 calendar
days after notice of the proposal has been published in the Texas
Register on March 11, 2016.

STATUTORY AUTHORITY. The new sections are proposed un-
der the Texas Education Code (TEC), §21.041(b)(2), which re-
quires the State Board for Educator Certification (SBEC) to pro-
pose rules that specify the classes of educator certificates to be
issued, including emergency certificates; §21.041(b)(4), which
requires the SBEC to propose rules that specify the require-
ments for the issuance and renewal of an educator certificate;
§21.044(a), which requires the SBEC to propose rules establish-
ing training requirements a person must accomplish to obtain a
certificate, enter an internship, or enter an induction-year pro-
gram; and §21.054, which requires classroom teachers, princi-
pals, and school counselors to earn continuing professional ed-
ucation units in specific areas and options for meeting those re-
quirements and directs the SBEC to propose rules relating to
continuing education courses and programs for educators; and
the Texas Occupations Code (TOC), §55.001, as amended by
Senate Bill (SB) 1307, 84th Texas Legislature, Regular Ses-
sion, 2015, which defines active duty, armed forces of the United
States, license, military service member, military spouse, mil-
itary veteran, and state agency,; §55.002, as amended by SB
1307, 84th Texas Legislature, Regular Session, 2015, which ex-
empts a military service member from increased fees or penal-
ties resulting from failing to timely renew a license; §55.003, as
amended by SB 1307, 84th Texas Legislature, Regular Session,
2015, which grants an extension of two years of additional time
to complete license renewal and continuing education require-
ments to a military service member; §55.004, as amended by SB
1307 and House Bill (HB) 3742, 84th Texas Legislature, Regular
Session, 2015, which provides an alternative licensing proce-
dure for military service members, military veterans, and military
spouses; §55.005, as amended by SB 1307, 84th Texas Leg-
islature, Regular Session, 2015, which provides an expedited
licensing procedure for military service members, military veter-
ans, and military spouses; §55.006, as amended by SB 1307,
84th Texas Legislature, Regular Session, 2015, which provides
for renewal of an expedited license issued to a military service
member, military veteran, or military spouse; §55.007, which pro-
vides that verified military service, training, and education be
credited toward licensing requirements; §55.008, as amended
by SB 1296 and SB 1307, 84th Texas Legislature, Regular Ses-
sion, 2015, which requires state agencies to credit military ser-
vice, training or education toward apprenticeship requirements

for applicants with military experience; and §55.009, as added
by SB 807 and SB 1307, 84th Texas Legislature, Regular Ses-
sion, 2015, which waives the license application and examina-
tion fees for certain military service members, military veterans,
and military spouses and requires a state agency that issues a
license to prominently post a notice of the provisions in the TOC,
Chapter 55, that are available to military service members, mil-
itary veterans, and military spouses on the home page of the
agency's website.

CROSS REFERENCE TO STATUTE. The proposed new sec-
tions implement the TEC, §§21.041(b)(2) and (4); 21.044(a);
and 21.054; and Texas Occupations Code, §§55.001-55.003,
55.005, and 55.006, as amended by SB 1307, 84th Texas Leg-
islature, Regular Session, 2015; 55.004, as amended by SB
1307 and HB 3742, 84th Texas Legislature, Regular Session,
2015; 55.007; 55.008, as amended by SB 1296 and SB 1307,
84th Texas Legislature, Regular Session, 2015; and 55.009, as
added by SB 807 and SB 1307, 84th Texas Legislature, Regular
Session, 2015.

§234.1. Purpose.

(a) The purpose of identifying military service members, mili-
tary spouses, and military veterans is to establish a process to count ap-
plicable military service for timely admission into educator preparation
programs, expedite the completion of certification credential reviews,
support certification examination and licensure application fee exemp-
tions as applicable, and support certification renewal of members of the
military community.

(b) In the event of conflict with any other rule in the Texas Ad-
ministrative Code, Title 19, Part 7, this chapter shall supersede with re-
gard to the certification of military service members, military spouses,
and military veterans.

§234.3.  Definitions.

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

(1) Military service member--A person who is on active

duty.

(2) Military spouse--A person who is married to a military
service member.

(3) Military veteran--A person who has served on active
duty and who was discharged or released from active duty.

(4) Active duty--Current full-time military service in the
armed forces of the United States or active duty military service as a
member of the Texas military forces, as defined by the Texas Govern-
ment Code, §437.001, or similar military service of another state.

(5) Armed forces of the United States--The army, navy, air
force, coast guard, or marine corps of the United States or a reserve
unit of one of those branches of the armed forces.

$§234.5.  Certification of Military Service Members, Military Spouses,
and Military Veterans.

(a) The application for certification of a military service mem-
ber, military veteran, or military spouse, including an application based
upon certification by a jurisdiction other than Texas that has certifi-
cation requirements substantially similar to the Texas certification re-
quirements, shall be processed as soon as practicable.

(b) As soon as practicable after the issuance of a one-year cer-
tificate, Texas Education Agency (TEA) staff shall notify, in writing or
by email, a military spouse of the requirements for obtaining a stan-
dard Texas certificate. A military spouse whose active duty spouse has
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been reassigned to another state during the validity period of the first
one-year certificate would be eligible for a second one-year certificate.

(¢) The standard Texas certificate of a military service mem-
ber, military spouse, or military veteran may be renewed if that certifi-
cate has expired within five years preceding the Texas application date.

(d) A military service member or a military veteran shall be
entitled to credit verified military service, training, or education toward
the training, education, work experience, or related requirements (other
than certification examinations) for educator certification. TEA staff
and educator preparation programs (EPPs) shall use information from
the U.S. Department of Veterans Affairs or other reliable sources to
assist in crediting applicable military service, training, or education to
certification requirements.

(e) A military service member pursuing certification in career
and technical education must meet requirements for the certificate, but
for career and technical education certificate areas requiring experience
and licensure, the military service member shall be entitled to substitute
military experience in the trade for the required license or professional
credential for the specific trade.

(f) A military service member, military spouse, and military
veteran shall complete educator examination requirements for certifi-
cate issuance as outlined in Texas Education Code, Chapter 21, Sub-
chapter B, and rules in the Texas Administrative Code, Title 19, Part 7.

(g) Military service members and military veterans are exempt
from certification application fees that are paid to the state that lead
to initial certification. These members of the military community are
exempt from paying the portion of the examination registration fee that
is paid to the TEA.

(h) Military service members, military spouses, and military
veterans are exempt from certification application fees that are paid to
the state that lead to initial certification resulting from a review of cre-
dentials, one-year certificate, or out-of-state standard certificate. These
members of the military community are exempt from paying the por-
tion of the examination registration fee that is paid to the TEA.

$234.7.  Renewal and Continuing Education Requirements for Mili-
tary Service Members.

(a) A military service member shall be exempted from any fee
or penalty for failing to timely renew his or her Texas educator certifi-
cate if the delay occurred because the educator was serving as a military
service member.

(b) A military service member is entitled to two years of addi-
tional time to complete all continuing education requirements and any
other requirements relating to the renewal of his or her Texas educator
certificate.

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on February 29,
2016.

TRD-201601009

Cristina De La Fuente-Valadez

Director, Rulemaking, Texas Education Agency
State Board for Educator Certification

Earliest possible date of adoption: April 10, 2016
For further information, please call: (512) 475-1497

¢ ¢ ¢

CHAPTER 241. PRINCIPAL CERTIFICATE

The State Board for Educator Certification (SBEC) proposes the
repeal of 19 TAC §241.15 and new 19 TAC §241.15, concerning
the principal certificate. The section provides standards required
for the principal certificate. The proposed new section would up-
date the standards required for principal certification, including
those standards taught by principal preparation programs and
tested on the state certification examination, and align the stan-
dards with the commissioner of education's principal appraisal
standards.

In December 2014, Texas Education Agency (TEA) staff held a
stakeholder meeting to discuss the rules in 19 TAC Chapter 241
as part of the rule review process. During the review process, the
stakeholder group determined that the principal certificate stan-
dards in 19 TAC §241.15 needed to be modernized and aligned
with the commissioner's principal appraisal standards found in
19 TAC Chapter 149.

At its March 2015 meeting, the SBEC approved the standards
review committee for 19 TAC Chapter 241. The committee met
in April 2015 to develop recommended changes to the princi-
pal standards. The committee subsequently worked with TEA
staff to provide additional feedback prior to presenting draft rule
changes to the SBEC at the December 2016 meeting.

The proposed rule actions would repeal the current principal
standards and replace them with new principal standards. Pro-
posed new 19 TAC §241.15 would better align the standards with
the knowledge and skills required for today's principals and with
the commissioner's principal appraisal standards. The proposed
new section would also elevate school culture and instructional
leadership as two areas of principal development that should re-
ceive additional and focused attention by preparation programs.
The proposed rule actions also result from the SBEC's rule re-
view of 19 TAC Chapter 241 conducted in accordance with Texas
Government Code, §2001.039.

The proposed rule actions would have no procedural and report-
ing implications. Also, the proposed rule actions would have no
locally maintained paperwork requirements.

FISCAL NOTE. Ryan Franklin, associate commissioner for ed-
ucator leadership and quality, has determined that for the first
five-year period the proposed repeal and new section are in ef-
fect there will be fiscal implications based on costs for state gov-
ernment (TEA) as a result of enforcing or administering the pro-
posed repeal and new section for fiscal year (FY) 2017. Revising
the principal standards for certification would lead to the creation
of a new principal certification examination that would align with
the new standards. The creation of the new examination is esti-
mated to cost approximately $265,000. There are no additional
costs to local government as a result of enforcing or administer-
ing the proposed repeal and new section.

PUBLIC BENEFIT/COST NOTE. Mr. Franklin has determined
that for the first five-year period the proposed repeal and new
section are in effect the public and student benefit anticipated
as a result of the proposed repeal and new section would be the
alignment of principal preparation and certification standards
with contemporary principal practices and principal appraisal
and professional development standards, which will lead to
better development of principals throughout their careers. There
are no additional costs to persons required to comply with the
proposed repeal and new section.
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ECONOMIC IMPACT STATEMENT AND REGULATORY
FLEXIBILITY ANALYSIS FOR SMALL BUSINESSES AND
MICROBUSINESSES. There is no direct adverse economic
impact for small businesses and microbusinesses; therefore,
no regulatory flexibility analysis, specified in Texas Government
Code, §2006.002, is required.

REQUEST FOR PUBLIC COMMENT. The public comment pe-
riod on the proposal begins March 11, 2016, and ends April
11, 2016. The SBEC will take registered oral and written com-
ments on proposed repeal and new 19 TAC §241.15 at the April
15, 2016 meeting in accordance with the SBEC board operat-
ing policies and procedures. Comments on the proposal may
be submitted to Cristina De La Fuente-Valadez, Rulemaking,
Texas Education Agency, 1701 North Congress Avenue, Austin,
Texas 78701, (512) 475-1497. Comments may also be submit-
ted electronically to sbecrules@tea.texas.gov or faxed to (512)
463-5337. All requests for a public hearing on the proposed re-
peal and new section submitted under the Administrative Pro-
cedure Act must be received by the Department of Educator
Leadership and Quality, Texas Education Agency, 1701 North
Congress Avenue, Austin, Texas 78701, Attention: Mr. Ryan
Franklin, associate commissioner for educator leadership and
quality, not more than 14 calendar days after notice of the pro-
posal has been published in the Texas Register on March 11,
2016.

19 TAC §241.15

STATUTORY AUTHORITY. The repeal is proposed under the
Texas Education Code (TEC), §21.003(a), which states that a
person may not be employed as a teacher, teacher intern or
teacher trainee, librarian, educational aide, administrator, ed-
ucational diagnostician, or school counselor by a school dis-
trict unless the person holds an appropriate certificate or per-
mit issued as provided by the TEC, Chapter 21, Subchapter
B; §21.041(b)(4), which requires the State Board for Educator
Certification (SBEC) to propose rules that specify the require-
ments for the issuance and renewal of an educator certificate;
§21.046(b), which states that the qualifications for certification
as a principal must be sufficiently flexible so that an outstand-
ing teacher may qualify by substituting approved experience and
professional training for part of the educational requirements;
§21.046(c), which states that because an effective principal is
essential to school improvement, the SBEC shall ensure that
each candidate for certification as a principal is of the highest
caliber and that multi-level screening processes, validated com-
prehensive assessment programs, and flexible internships with
successful mentors exist to determine whether a candidate for
certification as a principal possesses the essential knowledge,
skills, and leadership capabilities necessary for success; and
§21.046(d), which states that in creating the qualifications for
certification as a principal, the SBEC shall consider the knowl-
edge, skills, and proficiencies for principals as developed by rel-
evant national organizations and the State Board of Education.

CROSS REFERENCE TO STATUTE. The proposed repeal im-
plements the TEC, §§21.003(a), 21.041(b)(4), and 21.046(b)-
(d).

$241.15. Standards Required for the Principal Certificate.

The agency certifies that legal counsel has reviewed the pro-

posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on February 29,
2016.

TRD-201601010

Cristina De La Fuente-Valadez

Director, Rulemaking, Texas Education Agency
State Board for Educator Certification

Earliest possible date of adoption: April 10, 2016
For further information, please call: (512) 475-1497
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19 TAC §241.15

STATUTORY AUTHORITY. The new section is proposed un-
der the Texas Education Code (TEC), §21.003(a), which states
that a person may not be employed as a teacher, teacher in-
tern or teacher trainee, librarian, educational aide, administra-
tor, educational diagnostician, or school counselor by a school
district unless the person holds an appropriate certificate or per-
mit issued as provided by the TEC, Chapter 21, Subchapter
B; §21.041(b)(4), which requires the State Board for Educator
Certification (SBEC) to propose rules that specify the require-
ments for the issuance and renewal of an educator certificate;
§21.046(b), which states that the qualifications for certification
as a principal must be sufficiently flexible so that an outstand-
ing teacher may qualify by substituting approved experience and
professional training for part of the educational requirements;
§21.046(c), which states that because an effective principal is
essential to school improvement, the SBEC shall ensure that
each candidate for certification as a principal is of the highest
caliber and that multi-level screening processes, validated com-
prehensive assessment programs, and flexible internships with
successful mentors exist to determine whether a candidate for
certification as a principal possesses the essential knowledge,
skills, and leadership capabilities necessary for success; and
§21.046(d), which states that in creating the qualifications for
certification as a principal, the SBEC shall consider the knowl-
edge, skills, and proficiencies for principals as developed by rel-
evant national organizations and the State Board of Education.

CROSS REFERENCE TO STATUTE. The proposed new section
implements the TEC, §§21.003(a), 21.041(b)(4), and 21.046(b)-
(d).

§241.15. Standards Required for the Principal Certificate.

(a) Principal Certificate Standards. The knowledge and skills
identified in this section must be used by an educator preparation pro-
gram in the development of curricula and coursework and by the State
Board for Educator Certification as the basis for developing the exam-
inations required to obtain the standard Principal Certificate. The stan-
dards also serve as the foundation for the individual assessment, pro-
fessional growth plan, and continuing professional education activities
required by §241.30 of this title (relating to Requirements to Renew
the Standard Principal Certificate).

(b) School Culture. The principal:

(1) ensures that a positive, collaborative, and collegial
school culture facilitates and enhances the implementation of campus
initiatives and the achievement of campus goals;

(2) uses emerging issues, recent research, demographic
data, knowledge of systems, campus climate inventories, student
learning data, and other information to collaboratively develop a
shared campus vision;

PROPOSED RULES

March 11, 2016 41 TexReg 1787


mailto:sbecrules@tea.texas.gov

(3) facilitates the collaborative development of a plan in
which objectives and strategies to implement the campus vision are

(9) ensures that effective instruction maximizes growth of
individual students and student groups, supports equity, and eliminates

clearly articulated;

(4) supports the implementation of the campus vision by
aligning financial, human, and material resources;

(5) establishes processes to assess and modify the plan of
implementation to ensure achievement of the campus vision;

(6) acknowledges, recognizes, and celebrates the contribu-
tions of students, staff, parents, and community members toward the
realization of the campus vision;

(7) models and promotes the continuous and appropriate
development of all learners, including faculty and staff, in the campus

the achievement gap;

(10) ensures staff have the capacity and time to collabora-
tively and individually use classroom formative and summative assess-
ment data to inform effective instructional practices and interventions;
and

(11) facilitates the use and integration of technology,
telecommunications, and information systems that enhance learning.

(d) Human Capital. The principal:

(1) invests and manages time to prioritize the development,
support, and supervision of the staff to enhance student outcomes;

community;
(8) uses strategies to ensure the development of collegial

(2) ensures all staff have clear expectations that guide them
and by which they are assessed, including the use of and familiarity

relationships and effective collaboration of campus staff;

(9) develops and uses effective conflict-management and
consensus-building skills;

(10) establishes and communicates consistent expectations
for staff and students, providing supportive feedback to ensure a posi-
tive campus environment;

(11) implements effective strategies to systematically
gather input from all campus stakeholders, supporting innovative
thinking and an inclusive culture;

(12) creates an atmosphere of safety that encourages the
social, emotional, and physical well-being of staff and students; and

(13) ensures that parents and other members of the com-
munity are an integral part of the campus culture.

(c) Leading Learning. The principal:

(1) creates a campus culture that sets high expectations,

with evidence-based appraisal rubrics, where applicable;

(3) uses data from multiple points of the year to complete
accurate appraisals of all staff, using evidence from regular observa-
tions, student data, and other sources to evaluate the effectiveness of
teachers and staff;

(4) coaches and develops educators by conducting confer-
ences, giving individualized feedback, and supporting individualized
professional growth opportunities;

(5) facilitates the campus's professional learning commu-
nity to review data, processes, and policies in order to improve teach-
ing and learning in the school;

(6) creates opportunities for effective staff to take on a va-
riety of leadership roles and appropriately delegates responsibilities to
staff and administrators on the leadership team;

(7) collaboratively develops, implements, and revises a
comprehensive and on-going plan for professional development of

promotes learning, and provides intellectual stimulation for self, stu-

campus staff that addresses staff needs based on staff appraisal trends,

dents, and staff;

(2) prioritizes instruction and student achievement by un-
derstanding, sharing, and promoting a clear definition of high-quality

goals, and student information;

(8) ensures the effective implementation of a continuum of
professional development by the appropriate allocation of time, fund-

instruction based on best practices from recent research;

(3) routinely monitors and improves instruction by visiting
classrooms, engaging in formative, evidence-based appraisal processes

ing, and other needed resources;

(9) implements effective, legal, and appropriate strategies
for the recruitment, selection, assignment, and induction of campus

and conferences with teachers, and attending grade or team meetings;

staff; and

(4) facilitates the use of sound research-based practice in
the development and implementation of campus curricular, co-curric-
ular, and extracurricular programs to fulfill academic, developmental,
social, and cultural needs;

(5) facilitates campus participation in collaborative school
district planning, implementation, monitoring, and curriculum revision
to ensure appropriate scope, sequence, content, and alignment;

(6) implements a rigorous curriculum aligned with state
standards, including college and career readiness standards;

(7) analyzes the curriculum to ensure that teachers align
content across grades and that curricular scopes and sequences meet
the particular needs of their diverse student populations;

(8) monitors and ensures staff uses multiple forms of stu-
dent data to inform instruction and intervention decisions to maximize
instructional effectiveness and student achievement;

(10) plans for and adopts early hiring practices.

(e) Executive Leadership. The principal:

(1) reflects on his or her practice, seeks and acts on feed-
back, and strives to continually improve, learn, and grow;

(2) engages in ongoing and meaningful professional
growth activities to further develop knowledge and skills and to model

lifelong learning;

(3) uses strong communication skills, understands how to
communicate a message in different ways to meet the needs of various
audiences, and develops and implements strategies for effective inter-
nal and external communications;

(4) develops and implements a comprehensive program of
community relations, which uses strategies that will effectively involve
and inform multiple constituencies;

(5) establishes partnerships with parents, businesses, and
other groups in the community to strengthen programs and support
campus goals;
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(6) demonstrates awareness of social and economic issues
that exist within the school and community that could impact campus

(3) ensures that reports of educator misconduct, including
inappropriate relationships between educators and students, are prop-

operations and student learning;

(7) gathers and organizes information from a variety of
sources for use in creative and effective campus decision making;

(8) frames, analyzes, and creatively resolves campus prob-
lems using effective problem-solving techniques to make timely, high-

erly reported so appropriate investigations can be conducted,

(4) models and promotes the continuous and appropriate
development of all learners in the campus community;

(5) ensures all students have access to effective educators
and continuous learning opportunities;

quality decisions;
(9) develops, implements, and evaluates change processes

(6) promotes awareness and appreciation of diversity
throughout the campus community;

for organizational effectiveness;

(10) uses effective planning, time management, and organ-

(7) implements special campus programs to ensure that all
students are provided quality, flexible instructional programs and ser-

ization of work to maximize attainment of school district and campus

vices to meet individual student needs;

goals; and
(11) keeps staff inspired and focused on the campus vision

(8) articulates the importance of education in creating en-
gaged citizens in a free democratic society;

while supporting effective change management.

(f) Strategic Operations. The principal:

(1) assesses current campus needs, reviewing a wide set of
evidence to determine the campus's priorities, and sets ambitious and
measurable school goals, targets, and strategies that form the campus's

(9) communicates productively with all audiences through
strong communication skills and understands how to communicate a
message in different ways to meet the needs of various audiences; and

(10) treats all members of the community with respect and
develops strong, positive relationships with them.

strategic plan;

(2) outlines and tracks meaningful goals, targets, and
strategies aligned to a school vision that continuously improves teacher
effectiveness and student outcomes;

(3) allocates resources effectively (e.g., staff time, dollars,
and tools), aligning them to the school priorities and goals, and works
to access additional resources as needed to support learning;

(4) establishes structures to regularly monitor multiple data
points with leadership teams to evaluate progress toward goals, adjust-
ing strategies to improve effectiveness;

(5) implements appropriate management techniques and
group processes to define roles, assign functions, delegate authority,
and determine accountability for campus goal attainment;

(6) implements strategies that enable the physical plant,
equipment, and support systems to operate safely, efficiently, and
effectively to maintain a conducive learning environment;

(7) applies local, state, and federal laws and policies to
support sound decisions while considering implications related to all
school operations and programs;

(8) collaboratively plans and effectively manages the cam-
pus budget;

(9) uses technology to enhance school management;

(10) facilitates the effective coordination of campus cur-
ricular, co-curricular, and extracurricular programs in relation to each
other and other school district programs; and

(11) collaborates with district staff to implement district
policies and advocates for the needs of district students and staff.

(g) Ethics, Equity, and Diversity. The principal:

(1) implements policies and procedures that encourage all
campus personnel to comply with Chapter 247 of this title (relating to
Educators' Code of Ethics);

(2) models and promotes the highest standard of conduct,
ethical principles, and integrity in decision making, actions, and be-
haviors;

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on February 29,
2016.

TRD-201601011

Cristina De La Fuente-Valadez

Director, Rulemaking, Texas Education Agency
State Board for Educator Certification

Earliest possible date of adoption: April 10, 2016
For further information, please call: (512) 475-1497
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TITLE 22. EXAMINING BOARDS

PART 15. TEXAS STATE BOARD OF
PHARMACY

CHAPTER 283. LICENSING REQUIREMENTS
FOR PHARMACISTS
22 TAC §§283.4, 283.7, 283.8, 283.11

The Texas State Board of Pharmacy proposes amendments to
§283.4, concerning Internship Requirements, §283.7, concern-
ing Examination Requirements, §283.8, concerning Reciprocity
Requirements, and §283.11, concerning Examination Retake
Requirements. The amendments to §§283.4, 283.7, and 283.8,
if adopted, eliminate the provisions allowing individuals who are
unable to obtain a social security number to provide an individual
taxpayer identification number in lieu of a social security number
because a social security number is required in order to process
criminal background checks. The amendments to §283.11, if
adopted, implement provisions of S.B. 460 passed during the
84th Texas Legislative session allowing applicants apply for
a Texas pharmacist license who fail to achieve the minimum
passing grade to retake the NAPLEX and MPJE examinations
four additional times for a total of five times.
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Gay Dodson, R.Ph., Executive Director/Secretary, has deter-
mined that, for the first five-year period the rules are in effect,
there will be no fiscal implications for state or local government
as a result of enforcing or administering the rules.

Ms. Dodson has determined that, for each year of the first five-
year period the rules will be in effect, the public benefit antici-
pated as a result of enforcing the amendments will ensure indi-
viduals applying for a pharmacist license meet the requirements
in order to conduct criminal background checks and are allowed
the appropriate number of times to retake licensing examina-
tions. There is no fiscal impact for individuals, small or large
businesses, or to other entities which are required to comply with
these sections.

Written comments on the amendments may be submitted to Alli-
son Vordenbaumen Benz, R.Ph., M.S., Director of Professional
Services, Texas State Board of Pharmacy, 333 Guadalupe
Street, Suite 3-600, Austin, Texas 78701, FAX (512) 305-6778.
Comments must be received by 5 p.m., April 25, 2016.

The amendments are proposed under §551.002 and §554.051
of the Texas Pharmacy Act (Chapters 551 - 569, Texas Occu-
pations Code). The Board interprets §551.002 as authorizing
the agency to protect the public through the effective control
and regulation of the practice of pharmacy. The Board inter-
prets §554.051(a) as authorizing the agency to adopt rules for
the proper administration and enforcement of the Act.

The statutes affected by these amendments: Texas Pharmacy
Act, Chapters 551 - 569, Texas Occupations Code.

$§283.4.  Internship Requirements.
(a) Goals and competency objectives of internship.

(1) The goal of internship is for the pharmacist-intern to
attain the knowledge, skills, and abilities to safely, efficiently, and ef-
fectively provide pharmacist-delivered patient care to a diverse patient
population and practice pharmacy under the laws and regulations of the
State of Texas.

(2) The following competency objectives are necessary to
accomplish the goal of internship in paragraph (1) of this subsection.

(A) Provides drug products. The pharmacist-intern
shall demonstrate competence in determining the appropriateness of
prescription drug orders and medication orders; evaluating and select-
ing products; and assuring the accuracy of the product/prescription
dispensing process.

(B) Communicates with patients and/or patients' agents
about prescription drugs. The pharmacist-intern shall demonstrate
competence in interviewing and counseling patients, and/or the
patients' agents, on drug usage, dosage, packaging, routes of admin-
istration, intended drug use, and storage; discussing drug cautions,
adverse effects, and patient conditions; explaining policies on fees and
services; relating to patients in a professional manner; and interacting
to confirm patient understanding.

(C) Communicates with patients and/or patients' agents
about nonprescription products, devices, dietary supplements, diet, nu-
trition, traditional nondrug therapies, complementary and alternative
therapies, and diagnostic aids. The pharmacist-intern shall demon-
strate competence in interviewing and counseling patients and/or pa-
tients' agents on conditions, intended drug use, and adverse effects; as-
sisting in and recommending drug selection; triaging and assessing the
need for treatment or referral, including referral for a patient seeking
pharmacist-guided self-care; providing information on medical/surgi-

cal devices and home diagnostic products; and providing poison con-
trol treatment information and referral.

(D) Communicates with healthcare professionals and
patients and/or patients' agents. The pharmacist-intern shall demon-
strate competence in obtaining and providing accurate and concise
information in a professional manner and using appropriate oral,
written, and nonverbal language.

(E) Practices as a member of the patient's interdiscipli-
nary healthcare team. The pharmacist-intern shall demonstrate compe-
tence in collaborating with physicians, other healthcare professionals,
patients, and/or patients' agents to formulate a therapeutic plan. The
pharmacist-intern shall demonstrate competence in establishing and
interpreting data-bases, identifying drug-related problems and recom-
mending appropriate pharmacotherapy specific to patient needs, mon-
itoring and evaluating patient outcomes, and devising follow-up plans.

(F) Maintains professional-ethical standards. The phar-
macist-intern is required to comply with laws and regulations pertain-
ing to pharmacy practice; to apply professional judgment; to exhibit
reliability and credibility in dealing with others; to deal professionally
and ethically with colleagues and patients; to demonstrate sensitivity
and empathy for patients/care givers; and to maintain confidentiality.

(G) Compounds. The pharmacist-intern shall demon-
strate competence in using acceptable professional procedures;
selecting appropriate equipment and containers; appropriately prepar-
ing compounded non-sterile and sterile preparations; and documenting
calculations and procedures. Pharmacist-interns engaged in com-
pounding non-sterile preparations shall meet the training requirements
for pharmacists specified in §291.131 of this title (relating to Phar-
macies Compounding Non-sterile Preparations). Pharmacist-interns
engaged in compounding sterile preparations shall meet the training
requirements for pharmacists specified in §291.133 of this title (relat-
ing to Pharmacies Compounding Sterile Preparations).

(H) Retrieves and evaluates drug information. The
pharmacist-intern shall demonstrate competence in retrieving, eval-
uating, managing, and using the best available clinical and scientific
publications for answering a drug-related request in a timely fashion
and assessing, evaluating, and applying evidence based information
to promote optimal health care. The pharmacist-intern shall perform
investigations on relevant topics in order to promote inquiry and
problem-solving with dissemination of findings to the healthcare
community and/or the public.

(I) Manages general pharmacy operations. The phar-
macist-intern shall develop a general understanding of planning, per-
sonnel and fiscal management, leadership skills, and policy develop-
ment. The pharmacist-intern shall have an understanding of drug se-
curity, storage and control procedures and the regulatory requirements
associated with these procedures, and maintaining quality assurance
and performance improvement. The pharmacist-intern shall observe
and document discrepancies and irregularities, keep accurate records
and document actions. The pharmacist-intern shall attend meetings re-
quiring pharmacy representation.

(J) Participates in public health, community service
or professional activities. The pharmacist-intern shall develop ba-
sic knowledge and skills needed to become an effective healthcare
educator and a responsible participant in civic and professional orga-
nizations.

(K) Demonstrates scientific inquiry. The pharmacist-
intern shall develop skills to expand and/or refine knowledge in the
areas of pharmaceutical and medical sciences or pharmaceutical ser-
vices. This may include data analysis of scientific, clinical, sociologi-
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cal, and/or economic impacts of pharmaceuticals (including investiga-
tional drugs), pharmaceutical care, and patient behaviors, with dissem-
ination of findings to the scientific community and/or the public.

(b) Hours requirement.

(1) The board requires 1,500 hours of internship for licen-
sure. These hours may be obtained through one or more of the follow-
ing methods:

(A) in aboard approved student internship program, as
specified in subsection (c) of this section;

(B) in a board-approved extended-internship program
as specified in subsection (d) of this section; and/or

(C) graduation from a college/school of pharmacy after
July 1, 2007. Persons graduating from such programs shall be credited
1,500 hours or the number of hours actually obtained and reported by
the college; and/or

(D) internship hours approved and certified to the board
by another state board of pharmacy.

(2) Pharmacist-interns participating in an internship may
be credited no more than 50 hours per week of internship experience.

(3) Internship hours may be used for the purpose of licen-
sure for no longer than two years from the date the internship is com-
pleted.

(c) College-/School-Based Internship Programs.
(1) Internship experience acquired by student-interns.

(A) An individual may be designated a student-intern
provided he/she:

(i) submits an application to the board that includes
the following information:

(I) name;

(II) addresses, phone numbers, date of birth, and
social security number; [however; if an individual is unable to obtain
a social security number, an individual taxpayer identification number
may be provided in licu of a social sceurity number along with doe-
umentation indicating why the individual is unable to obtain a social
security number;]

(IIl)  college of pharmacy and expected gradua-
tion date; and

(IV) any other information requested on the ap-
plication.

(ii)  is enrolled in the professional sequence of a col-
lege/school of pharmacy;

(iii) has successfully completed the first profes-
sional year and obtained a minimum of 30 credit hours of work
towards a professional degree in pharmacy; and

(iv) has met all requirements necessary for the board
to access the criminal history records information, including submitting
fingerprint information and being responsible for all associated costs.

(B) The terms of the student internship shall be as fol-
lows.

(i) The student internship shall be gained concurrent
with college attendance, which may include:

(I) partial semester breaks such as spring breaks;

(II) between semester breaks; and

(III) whole semester breaks provided the stu-
dent-intern attended the college/school in the immediate preceding
semester and is scheduled with the college/school to attend in the
immediate subsequent semester.

(ii)  The student internship shall be obtained in phar-
macies licensed by the board, federal government pharmacies, or in a
board-approved program.

(iii)  The student internship shall be in the presence
of and under the supervision of a healthcare professional preceptor or
a pharmacist preceptor.

(C) None of the internship hours acquired outside of a
school-based program may be substituted for any of the hours required
in a college/school of pharmacy internship program.

(2) Expiration date for student-intern designation.
(A) The student-internship expires:

(i) if the student-intern voluntarily or involuntarily
ceases enrollment, including suspension, in a college/school of phar-
macy;

(i) the student-intern fails either the NAPLEX or
Texas Pharmacy Jurisprudence Examinations specified in this section;
or

(iii) the student-intern fails to take either the
NAPLEX or Texas Pharmacy Jurisprudence Examinations or both
within six calendar months after graduation.

(B) The executive director of the board, in his/her dis-
cretion may extend the term of the student internship if administration
ofthe NAPLEX or Texas Pharmacy Jurisprudence Examinations is sus-
pended or delayed.

(3) Texas colleges/schools of pharmacy internship pro-
grams.

(A) Intern-trainees and student-interns completing a
board-approved Texas college/school-based structured internship shall
be credited the number of hours actually obtained and reported by the
college. No credit shall be awarded for didactic experience.

(B) No more than 600 hours of the required 1,500 hours
may be obtained under a healthcare professional preceptor except when
a pharmacist-intern is working in a federal government pharmacy.

(C) Individuals enrolled in the professional sequence of
a Texas college/school of pharmacy may be designated as a intern-
trainee provided he/she:

(i) submits an application to the board that includes
the following information:

(I) name;

(II) addresses, phone numbers, date of birth, and
social security number; [however; if an individual is unable to obtain
a soci ) an individual dentificati |
may be provided in lieu of & social seeurity number along with dee-

ion indicating why the individual s unable to i 2 soeial
seeurity number;|

(IlI) college of pharmacy and expected gradua-
tion date; and

(IV) any other information requested on the ap-
plication.

(ii)  is enrolled in the professional sequence of a col-
lege/school of pharmacy; and
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(iii) has met all requirements necessary for the board
to access the criminal history records information, including submitting
fingerprint information and being responsible for all associated costs.
Such internship shall remain in effect during the time the intern-trainee
is enrolled in the first year of the professional sequence and shall expire
upon completion of the first year of the professional sequence or upon
separation from the professional sequence.

(d) Extended-internship program.

(1) A person may be designated an extended-intern pro-
vided he/she has met one of the following requirements:

(A) passed NAPLEX and the Texas Pharmacy Jurispru-
dence Examinations but lacks the required number of internship hours
for licensure;

(B) applied to the board to take the NAPLEX and Texas
Jurisprudence Examinations within six calendar months after gradua-
tion and has:

(i) graduated and received a professional degree
from a college/school of pharmacy; or

(i) completed all of the requirements for graduation
and receipt of a professional degree from a college/school of pharmacy;

(C) applied to the board to take the NAPLEX and Texas
Jurisprudence Examinations within six calendar months after obtain-
ing full certification from the Foreign Pharmacy Graduate Equivalency
Commission;

(D) applied to the board for re-issuance of a pharmacist
license which has expired for more than two years but less than ten
years and has successfully passed the Texas Pharmacy Jurisprudence
Examination, but lacks the required number of hours of internship or
continuing education required for licensure;

(E) is a resident in a residency program accredited by
the American Society of Health-System Pharmacists in the state of
Texas; or

(F) Dbeen ordered by the Board to complete an intern-
ship.

(2) In addition to meeting one of the requirements in para-
graph (1) of this subsection, an applicant for an extended-internship
must:

(A) submit an application to the board that includes the
following information:

(i) name;

(ii) addresses, phone numbers, date of birth, and so-
cial security number; [howeves; if an individual is unable to obtain a
(ol . ber. an individual dentificati |
may be provided in lieu of a social seeurity number along with dee-
ion indicating why: the individual s unable to obtain a social
seeurity number;]
(iii)  any other information requested on the applica-
tion; and

(B) meet all requirements necessary for the board to ac-
cess the criminal history records information, including submitting fin-
gerprint information and being responsible for all associated costs.

(3) The terms of the extended-internship shall be as fol-
lows.

(A) The extended-internship shall be board-approved
and gained in a pharmacy licensed by the board, or a federal govern-
ment pharmacy participating in a board-approved internship program.

(B) The extended-internship shall be in the presence of
and under the direct supervision of a pharmacist preceptor.

(4) The extended internship remains in effect for two years.
However, the internship expires immediately upon:

(A) the failure of the extended-intern to take the
NAPLEX and Texas Pharmacy Jurisprudence Examinations within
six calendar months after graduation or FPGEC certification;

(B) the failure of the extended-intern to pass the
NAPLEX and Texas Pharmacy Jurisprudence Examinations specified
in this section;

(C) upon termination of the residency program; or
(D) obtaining a Texas pharmacist license.

(5) The executive director of the board, in his/her discre-
tion may extend the term of the extended internship if administration
of the NAPLEX and/or Texas Pharmacy Jurisprudence Examinations
is suspended or delayed.

(6) An applicant for licensure who has completed less than
500 hours of internship at the time of application shall complete the re-
mainder of the 1,500 hours of internship and have the preceptor certify
that the applicant has met the objectives listed in subsection (a) of this
section.

(e) Pharmacist-intern identification.

(1) The board shall provide the pharmacist-intern written
documentation of designation as a pharmacist-intern. This written doc-
umentation serves as identification and authorization to perform the du-
ties of a pharmacist-intern as described in §283.5 of this title (relating
to Pharmacist-Intern Duties).

(2) Pharmacist-interns shall keep this written documenta-
tion with them at all times they are serving as a pharmacist-intern and
make it available for inspection by board agents.

(3) All pharmacist-interns shall wear an identification tag
or badge which bears the person's name and identifies him or her as a
pharmacist-intern.

(f) Change of address and/or name.

(1) Change of address. A pharmacist-intern shall notify the
board electronically or in writing within 10 days of a change of address,
giving the old and new address.

(2) Change of name. A pharmacist-intern shall notify the
board in writing within 10 days of a change of name by:

(A) sending a copy of the official document reflecting
the name change (e.g., marriage certificate, divorce decree, etc.);

(B) returning the current pharmacist-intern certificate
which reflects the previous name; and

(C) paying a fee of $20.

(g) Duplicate or amended certificate. The fee for issuance of
a duplicate or amended pharmacist-intern registration certificate shall
be $20.

$283.7.  Examination Requirements.

Each applicant for licensure by examination shall pass the Texas Phar-
macy Jurisprudence Examination and the NAPLEX. The examination
requirements shall be as follows:
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(1) Prior to taking the required examination, the applicant
shall:

(A) meet the educational and age requirements as set
forth in §283.3 of this title (relating to Educational and Age Require-
ments);

(B) meet all requirements necessary in order for the
Board to access the criminal history record information, including
submitting fingerprint information and being responsible for all asso-
ciated costs; and

(C) submit an application to the board that includes the
following information:

(i) name;

(ii) addresses, phone numbers, date of birth, and so-
cial security number; [however; if an individual is unable to obtain a

ol . ber. an individual dentificati |

may be provided in lieu of a social security number along with doc-
umentation indicating why the individual is unable to obtain a seeial
seeurity number;] and

(iii)  any other information requested on the applica-
tion.

(2) All applicants shall pass NAPLEX, which includes, at
a minimum, the following subject areas:

(A) chemistry;

(B) mathematics;

(C) pharmacy;

(D) pharmacology; and
(E) practice of pharmacy.

(3) Effective October 1, 1979, the following requirements
apply.
(A) To pass NAPLEX, an applicant shall make the fol-
lowing grades:

(i) aminimum grade of 60 on chemistry, mathemat-
ics, pharmacy, and pharmacology test;

(i) a minimum grade of 75 on the practice of phar-
macy test; and

(iii) a minimum average grade of 75 on the
NAPLEX.

(B) Should the applicant fail to achieve a minimum
grade of 60 in any of the tests set out in paragraph (2)(A) - (E) of this
section or fail to achieve a minimum grade of 75 in the practice of
pharmacy test or fail to achieve a minimum average grade of 75 in the
NAPLEX, such applicant, in order to be licensed, is required to retake
all tests until such time as the minimum average grades are achieved.

(4) Effective June 1, 1986, the following requirements ap-
ply.
(A) To pass the NAPLEX, an applicant shall make a
minimum average grade of 75.

(B) Should the applicant fail to achieve a minimum av-
erage grade of 75 in the NAPLEX, such applicant, in order to be li-
censed, shall retake the NAPLEX, as specified in §283.11 of this title
(relating to Examination Retake Requirements) until such time as a
minimum average grade of 75 is achieved.

(5) To pass the Texas Pharmacy Jurisprudence Examina-
tion, an applicant shall make a minimum grade of 75. Should the appli-
cant fail to achieve a minimum grade of 75 on the Texas Pharmacy Ju-
risprudence Examination, such applicant, in order to be licensed, shall
retake the Texas Pharmacy Jurisprudence Examination as specified in
§283.11 of this title until such time as a minimum average grade of 75
is achieved.

(6) A passing grade on an examination may be used for the
purpose of licensure for a period of two years from the date of passing
the examination.

(7) Each applicant for licensure by examination utilizing
NAPLEX scores transferred from another state shall meet the following
requirements for licensure in addition to the requirements set out in
paragraphs (1) - (6) of this section.

(A) The applicant shall request NABP to transfer
NAPLEX scores to the board. Such request shall be in accordance
with NABP policy.

(B) The applicant shall pay the fee set out in §283.9 of
this title.

(8) The NAPLEX and Texas Pharmacy Jurisprudence Ex-
amination shall be administered in compliance with the Americans with
Disabilities Act of 1990 (42 U.S.C. Section 12101 et seq.) and in ac-
cordance with NABP policy.

(9) The board, in accordance with NABP policy, shall pro-
vide reasonable accommodations for an applicant diagnosed as having
dyslexia, as defined in §51.970, Texas Education Code. The applicant
shall provide:

(A) written documentation from a licensed physician
which indicates that the applicant has been diagnosed as having
dyslexia; and

(B) a written request outlining the reasonable accom-
modations requested.

$283.8.  Reciprocity Requirements.
(a) All applicants for licensure by reciprocity shall:

(1) meet the educational and age requirements specified in
§283.3 of this title (relating to Educational and Age Requirements);

(2) meet all requirements necessary in order for the board
to access the criminal history record information, including submitting
fingerprint information and being responsible for all associated costs;

(3) complete the Texas and NABP applications for reci-
procity. Any fraudulent statement made in the application for reci-
procity is grounds for denial of the application; if such application is
granted, any fraudulent statement is grounds for suspension, revoca-
tion, and/or cancellation of any license so granted by the board. The
Texas application includes the following information:

(A) name;

(B) addresses, phone numbers, dates of birth, and social
security numbers; [however; if an individual is unable to obtain a seeial
provided in lieu of a soeial security number along with decumentation
indicating why the individual is unable to obtain a secial security num-
ber;] and

(C) any other information requested on the application.

(4) shall present to the board proof of initial licensing by
examination and proof that their current license and any other license
or licenses granted to the applicant by any other state have not been
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suspended, revoked, canceled, surrendered, or otherwise restricted for
any reason; and

(5) shall pass the Texas Pharmacy Jurisprudence Examina-
tion with a minimum grade of 75. (The passing grade may be used
for the purpose of licensure by reciprocity for a period of two years
from the date of passing the examination.) Should the applicant fail to
achieve a minimum grade of 75 on the Texas Pharmacy Jurisprudence
Examination, such applicant, in order to be licensed, shall retake the
Texas Pharmacy Jurisprudence Examination as specified in §283.11 of
this title (relating to Examination Retake Requirements) until such time
as a minimum grade of 75 is achieved.

(b) A reciprocity applicant originally licensed after January 1,
1978, and who has graduated and received a professional degree from
a college of pharmacy, shall show proof such applicant has passed the
NAPLEX or equivalent examination based on criteria no less stringent
than the criteria in force in Texas.

(c) Areciprocity applicant who is a foreign pharmacy graduate
shall provide written documentation that such applicant has:

(1) obtained full certification from the FPGEC; and

(2) passed NAPLEX or equivalent examination based on
criteria no less stringent than the criteria in force in Texas.

(d) Anapplicant is not eligible for licensing by reciprocity un-
less the state in which the applicant is currently or was initially licensed
as a pharmacist also grants reciprocal licensing to pharmacists duly li-
censed by examination in this state, under like circumstances and con-
ditions.

$§283.11.  Examination Retake Requirements.

(a) Licensing by examination. Should an applicant fail to
achieve the minimum grade on the NAPLEX or Texas Pharmacy
Jurisprudence Examination or both, the following is applicable.

(1) If the applicant fails to achieve the minimum grade on
NAPLEX as specified in §283.7 of this title (relating to Examination
Requirements), the applicant may retake NAPLEX four [twe] addi-
tional times for a total of five [three] exam administrations. Prior to
any subsequent retakes of NAPLEX, the applicant must:

(A) request in writing an analysis of the applicant's per-
formance on the most recent NAPLEX and provide this analysis to the
Examination Retake Committee;

(B) complete college course work in subject areas rec-
ommended by the Examination Retake Committee;

(C) submit documentation from the Examination Re-
take Committee which specifies that the applicant has successfully
completed the course work specified; and

(D) comply with the requirements of §283.7 of this title
(relating to Examination Requirements).

(2) If the applicant fails to achieve the minimum grade on
the Texas Pharmacy Jurisprudence Examination as specified in §283.7
of this title (relating to Examination Requirements), the applicant may
retake the examination four [twe] additional times for a total of five
[three] exam administrations. Prior to any subsequent retake of the
Texas Pharmacy Jurisprudence Examination, the applicant must:

(A) request in writing an analysis of the applicant's per-
formance on the most recent Texas Pharmacy Jurisprudence Examina-
tion and provide this analysis to the Examination Retake Committee;

(B) complete college course work recommended by the
Examination Retake Committee;

(C) submit documentation from the Examination Re-
take Committee which specifies that the applicant has successfully
completed the recommended college course work; and

(D) comply with the requirements of §283.7 of this title
(relating to Examination Requirements).

(3) If the applicant fails to achieve the minimum grade on
both NAPLEX and the Texas Pharmacy Jurisprudence Examination,
the applicant shall retake the examinations until a passing grade is
achieved on one of the examinations. Such retakes shall be as spec-
ified in paragraphs (1) and (2) of this subsection.

(b) Licensing by reciprocity. If an applicant fails to achieve the
minimum grade on the Texas Pharmacy Jurisprudence Examination as
specified in §283.8 of this title (relating to Reciprocity Requirements),
the applicant may retake the examination four [twe] additional times
for a total of five [three] exam administrations. Prior to any subsequent
retake of the Texas Pharmacy Jurisprudence Examination, the applicant
must:

(1) request in writing an analysis of the applicant's perfor-
mance on the most recent Texas Pharmacy Jurisprudence Examination
and provide this analysis to the Examination Retake Committee;

(2) complete college course work recommended by the Ex-
amination Retake Committee;

(3) submit documentation from the Examination Retake
Committee which specifies that the applicant has successfully com-
pleted the recommended college course work; and

(4) comply with the requirements of §283.8 of this title (re-
lating to Reciprocity Requirements).

(c) Examination Retake Committee. The board shall appoint
one representative from each Texas college/school of pharmacy and
one current board member to serve on the Examination Retake Com-
mittee. The Examination Retake Committee shall:

(1) meet as necessary but no more than twice each calendar
year;

(2) review the analysis of an applicant's performance on
failed examination(s);

(3) recommend college course work which the applicant
must successfully complete before the applicant may retake the exam-
ination(s);

(4) specify the requirements for completion of the recom-
mended college course work and the documentation required to vali-
date successful completion of the recommended college course work;
and

(5) once the applicant has met the requirements set out by
the committee, certify to the board that the applicant has successfully
completed the required college course work.

(d) College course work. For the purpose of this subsection,
college course work shall be:

(1) one or more standard courses or self-paced work of-
fered in a college of pharmacy's academic program; or

(2) one or more courses presented by a board-approved
provider of continuing pharmacy education as specified in §295.8 of
this title (relating to Continuing Education Requirements); or

(3) any course specified by the Examination Retake Com-
mittee.
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The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on February 26,
2016.

TRD-201600946

Gay Dodson, R. Ph.

Executive Director

Texas State Board of Pharmacy

Earliest possible date of adoption: April 10, 2016
For further information, please call: (512) 305-8026

¢ ¢ ¢

CHAPTER 291. PHARMACIES
SUBCHAPTER A. ALL CLASSES OF
PHARMACIES

22 TAC §291.5, §291.14

The Texas State Board of Pharmacy proposes amendments to
§291.5, concerning Closing a Pharmacy, and §291.14, concern-
ing Pharmacy License Renewal. The amendments to §291.5
if adopted, clarify the requirements for closing a pharmacy and
eliminate the requirements for a pharmacy to transfer records to
a pharmacy within a reasonable distance. The amendments to
§291.14, if adopted, implement provisions of S.B. 460 passed
during the 84th Texas Legislative session which change the ex-
piration date for a pharmacy license that has expired from one
year to 91 days and allows the board to not renew the license
of a pharmacy if the board determines that the pharmacy is not
located or no longer exists at the pharmacy's address of record.

Gay Dodson, R.Ph., Executive Director/Secretary, has deter-
mined that, for the first five-year period the rules are in effect,
there will be no fiscal implications for state or local government
as a result of enforcing or administering the rules.

Ms. Dodson has determined that, for each year of the first five-
year period the rules will be in effect, the public benefit antic-
ipated as a result of enforcing the amendments to §291.5 will
ensure that pharmacies that close provide adequate notice and
the public benefit anticipated as a result of enforcing the amend-
ments to §291.14 will ensure that pharmacies no longer operat-
ing are not renewed and are closed in a reasonable time. There
is no fiscal impact for individuals, small or large businesses, or to
other entities which are required to comply with these sections.

Written comments on the amendments may be submitted to Alli-
son Vordenbaumen Benz, R.Ph., M.S., Director of Professional
Services, Texas State Board of Pharmacy, 333 Guadalupe
Street, Suite 3-600, Austin, Texas 78701, FAX (512) 305-6778.
Comments must be received by 5 p.m., April 25, 2016.

The amendments are proposed under §551.002 and §554.051
of the Texas Pharmacy Act (Chapters 551 - 569, Texas Occu-
pations Code). The Board interprets §551.002 as authorizing
the agency to protect the public through the effective control
and regulation of the practice of pharmacy. The Board inter-
prets §554.051(a) as authorizing the agency to adopt rules for
the proper administration and enforcement of the Act.

The statutes affected by these amendments: Texas Pharmacy
Act, Chapters 551 - 569, Texas Occupations Code.

§291.5. Closing a Pharmacy.

(a) Prior to closing. At least 14 days prior to the closing of a
pharmacy that dispenses prescription drug orders, the pharmacist-in-
charge shall post a closing notice sign in a conspicuous place in the
front of the prescription department and at all public entrance doors
to the pharmacy. Such closing notice sign shall contain the following
information: [comply with the folowing:|

(1) the date of closing; and [if the pharmaey is registered to
peossess controlled substances; send a written notification to the appro-
iate divisional office of the Drug Enf i o (DE

containing the following information:]

HA) the name; address; and DEA registration number
of the pharmaey:]

[(B) the anticipated date of closing;]

HE) the name; address; and DEA registration number

D) the date on which the transfer of controlled sub-
stanees will eceur]

(2) [Hf the pharmaey dispenses preseription drug orders;
pest a elosing notice sign in a conspicuous place in the front of the pre-
seription department and at all public entranee doors to the pharmaey:

{(A) the date of closing; and]

[3)] the name, address, and telephone number of the
pharmacy acquiring the prescription drug orders, including refill infor-
mation and patient medication records of the pharmacy.

(b) Closing day. On the date of closing, the pharmacist-in-
charge shall comply with the following:

(1) take an inventory as specified in §291.17 of this title
(relating to Inventory Requirements);

(2) remove all prescription drugs from the pharmacy by
one or a combination of the following methods:

(A) return prescription drugs to manufacturer or sup-
plier (for credit/disposal);

(B) transfer (sell or give away) prescription drugs to a
person who is legally entitled to possess drugs, such as a hospital, or
another pharmacy; and

(C) destroy the prescription drugs following procedures
specified in §303.2 of this title (relating to Disposal of Stock Prescrip-
tion Drugs);

(3) if the pharmacy dispenses prescription drug orders:

(A) transfer the prescription drug order files, including
refill information, and patient medication records to a licensed phar-
macy [within a reasonable distanee of the closing pharmaey]; and

(B) remove [meve] all signs or notify the landlord or
owner of the property that it is unlawful to use the word "pharmacy"
either in English or any other language, or any other word or combina-
tion of words of the same or similar meaning, or any graphic represen-
tation that would mislead or tend to mislead the public that a pharmacy
is located at the address.

(c) After closing.

(1) Within ten days after the closing of the pharmacy, the
pharmacist-in-charge shall forward to the board a written notice of the
closing which includes the following information:
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(A) the actual date of closing;
(B) the license issued to the pharmacy;
(C) a statement attesting:

(i) that an inventory as specified in §291.17 of this
title (relating to Inventory Requirements) has been conducted; and

(i) the manner by which the dangerous drugs and
controlled substances possessed by the pharmacy were transferred or
disposed; and

(D) if the pharmacy dispenses prescription drug orders,
the name and address of the pharmacy to which the prescription drug
orders, including refill information, and patient medication records
were transferred.

(2) [If'the pharmacy is registered to possess controlled sub-
stances, send notification [a letter] to the[:]

[€A)] appropriate DEA divisional office explaining that
the pharmacy has closed and include[- Inelude] the following items
[with the letter]:

(A) [6)] DEA registration certificate; and

(B) [@D)] all unused DEA order forms (222) with the
word VOID written on the face of each order form[; and]

i) eopy 2 of any DEA order forms (222) used to
transfer Schedule H controlled from the closed pharmaey}:

{B) the Texas Department of Publie Safety (DPS) ex-
eertifieate-]

(3) Once the pharmacy has notified the board that the phar-
macy is closed, the license may not be renewed. The pharmacy may
apply for a new license as specified in §291.1 of this title (relating to
Pharmacy License Application).

(d) Emergency closing. If pharmacy is closed suddenly due
to fire, destruction, natural disaster, death, property seizure, eviction,
bankruptcy, or other emergency circumstances and the pharmacist-in-
charge cannot provide notification 14 days prior to the closing, the phar-
macist-in-charge shall comply with the provisions of subsection (a) of
this section as far in advance of the closing as allowed by the circum-
stances.

(e) Joint responsibility. If the pharmacist-in-charge is not
available to comply with the requirements of this section, the owner
shall be responsible for compliance with the provisions of this section.

§291.14. Pharmacy License Renewal.
(a) Renewal requirements.

(1) A license to operate a pharmacy expires on the last day
of the assigned expiration month.

H2) Timely receipt of the completed application and re-
newal fee means the receipt in the board's office of such application
and renewal fee.]

(2) [63)] The provision of the Act, §561.005, shall apply
if the completed application and a renewal fee is not received in the
board's office on or before the last day of the assigned expiration month.

() [#] An expired license may be renewed according to
the following schedule:

(A) If the license has been expired for 90 days or less,
the license may be renewed by paying to the board a renewal fee that

is equal to one and one-half times the required renewal fee as specified
in §291.6 of this title (relating to Pharmacy License Fees).

{B) I the license has been expired for more than 90
days but less than one year; the license may be renewed by paying to
the board a renewal fee that is equal to tweo times the required renewal
fee as speeified in §291-6 of this title-}

(B) [€©)]Ifthe license has been expired for 91 days [ene
year| or more, the license may not be renewed. The pharmacy may
apply for a new license as specified in §291.1 of this title (relating to
Pharmacy License Application).

(b) Ifthe board determines on inspection at the pharmacy's ad-
dress on or after the expiration date of the license that no pharmacy is
located or exists at the pharmacy's address (e.g., the building is vacated
or for sale or lease, or another business is operating at the location), the
board shall not renew the license.

(c) [p)] Additional renewal requirements for Class E pharma-
cies. In addition to the renewal requirements in subsection (a) of this
section, a Class E pharmacy shall have on file with the Board an in-
spection report issued:

(1) not more than three years before the date the renewal
application is received; and

(2) Dby the pharmacy licensing board in the state of the phar-
macy's physical location except as provided in §291.104 of this title
(relating to Operational Standards).

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on February 26,
2016.

TRD-201600947

Gay Dodson, R.Ph.

Executive Director

Texas State Board of Pharmacy

Earliest possible date of adoption: April 10, 2016
For further information, please call: (512) 305-8026

¢ ¢ ¢

SUBCHAPTER B. COMMUNITY PHARMACY
(CLASS A)
22 TAC §291.34

The Texas State Board of Pharmacy proposes amendments to
§291.34, concerning Records. The amendments, if adopted,
clarify that prescriptions must be transferred within four business
hours; clarify the requirements regarding identification records
for individuals involved in dispensing; and implement provisions
of HB 751 regarding interchangeable biological products.

Gay Dodson, R.Ph., Executive Director/Secretary, has deter-
mined that, for the first five-year period the rule is in effect, there
will be no fiscal implications for state or local government as a
result of enforcing or administering the rule.

Ms. Dodson has determined that, for each year of the first five-
year period the rule will be in effect, the public benefit antici-
pated as a result of enforcing the amendments to §291.5 will
ensure that pharmacies provide transfer information in a timely
manner; ensure that records of individuals involved in dispens-
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ing are accurate; and ensure prescription drug order information
for interchangeable biological products is maintained. There is
no fiscal impact for individuals, small or large businesses, or to
other entities which are required to comply with this section.

Written comments on the amendments may be submitted to Alli-
son Vordenbaumen Benz, R.Ph., M.S., Director of Professional
Services, Texas State Board of Pharmacy, 333 Guadalupe
Street, Suite 3-600, Austin, Texas 78701, FAX (512) 305-6778.
Comments must be received by 5 p.m., April 25, 2016.

The amendments are proposed under §551.002 and §554.051
of the Texas Pharmacy Act (Chapters 551 - 569, Texas Occu-
pations Code). The Board interprets §551.002 as authorizing
the agency to protect the public through the effective control
and regulation of the practice of pharmacy. The Board inter-
prets §554.051(a) as authorizing the agency to adopt rules for
the proper administration and enforcement of the Act.

The statutes affected by these amendments: Texas Pharmacy
Act, Chapters 551 - 569, Texas Occupations Code.
§291.34.  Records.

(a) (No change.)

(b) Prescriptions.
(1) - (6) (No change.)
(7) Prescription drug order information.
(A) (No change.)

(B) At the time of dispensing, a pharmacist is respon-
sible for documenting the following information on either the original
hard copy prescription or in the pharmacy's data processing system:

(i) unique identification number of the prescription
drug order;

(ii) initials or identification code of the dispensing
pharmacist;

(iii) initials or identification code of the pharmacy
technician or pharmacy technician trainee performing data entry of the
prescription, if applicable;

(iv) quantity dispensed, if different from the quantity
prescribed;

(v) date of dispensing, if different from the date of
issuance; and

(vi) brand name or manufacturer of the drug or
biological product actually dispensed, if the drug was prescribed
by generic name or interchangeable biological name or if a drug or
interchangeable biological product other than the one prescribed was
dispensed pursuant to the provisions of the Act, Chapters 562 and 563.

(8) - (10) (No change.)

(c) - (f) (No change.)

(g) Transfer of prescription drug order information. For the
purpose of initial or refill dispensing, the transfer of original prescrip-
tion drug order information is permissible between pharmacies, subject
to the following requirements.

(1) The transfer of original prescription drug order infor-
mation for controlled substances listed in Schedule II1, IV, or V is per-
missible between pharmacies on a one-time basis only. However, phar-
macies electronically sharing a real-time, on-line database may transfer
up to the maximum refills permitted by law and the prescriber's autho-
rization.

(2) The transfer of original prescription drug order infor-
mation for dangerous drugs is permissible between pharmacies without
limitation up to the number of originally authorized refills.

(3) Thetransfer is communicated orally by telephone or via
facsimile directly by a pharmacist to another pharmacist; by a pharma-
cist to a student-intern, extended-intern, or resident-intern; or by a stu-
dent-intern, extended-intern, or resident-intern to another pharmacist.

(4) Both the original and the transferred prescription drug
orders are maintained for a period of two years from the date of last
refill.

(5) The individual transferring the prescription drug order
information shall ensure the following occurs:

(A) write the word "void" on the face of the invalidated
prescription or the prescription is voided in the data processing system;

(B) record the name, address, if for a controlled sub-
stance, the DEA registration number of the pharmacy to which it was
transferred, and the name of the receiving individual on the reverse of
the invalidated prescription or stored with the invalidated prescription
drug order in the data processing system;

(C) record the date of the transfer and the name of the
individual transferring the information; and

(D) if the prescription is transferred electronically, pro-
vide the following information:

(i) date of original dispensing and prescription num-
ber;

(i) number of refills remaining and if a controlled
substance, the date(s) and location(s) of previous refills;

(iii) name, address, and if a controlled substance, the
DEA registration number of the transferring pharmacy;

(iv) name of the individual transferring the prescrip-
tion; and

(v) if a controlled substance, name, address and
DEA registration number, and prescription number from the pharmacy
that originally dispensed the prescription, if different.

(6) The individual receiving the transferred prescription
drug order information shall:

(A) write the word "transfer" on the face of the prescrip-
tion or the prescription record indicates the prescription was a transfer;
and

(B) reduce to writing all of the information required to
be on a prescription as specified in subsection (b)(7) of this section
(relating to Prescriptions) and including the following information;

(i) date of issuance and prescription number;

(ii)  original number of refills authorized on the orig-
inal prescription drug order;

(iii)  date of original dispensing;

(iv) number of valid refills remaining and if a con-
trolled substance, date(s) and location(s) of previous refills;

(v) name, address, and if for a controlled substance,
the DEA registration number of the transferring pharmacy;

(vi) name of the individual transferring the prescrip-
tion; and
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(vii) name, address, and if for a controlled sub-
stance, the DEA registration number, of the pharmacy that originally
dispensed the prescription, if different; or

(C) if the prescription is transferred electronically, cre-
ate an electronic record for the prescription that includes the receiv-
ing pharmacist's name and all of the information transferred with the
prescription including all of the information required to be on a pre-
scription as specified in subsection (b)(7) of this section (relating to
Prescriptions) and the following:

(i) date of original dispensing;

(i) number of refills remaining and if a controlled
substance, the prescription number(s), date(s) and location(s) of previ-
ous refills;

(iii) name, address, and if for a controlled substance,
the DEA registration number;

(iv) name of the individual transferring the prescrip-
tion; and

(v) name, address, and if for a controlled substance,
the DEA registration number, of the pharmacy that originally filled the
prescription.

(7) Both the individual transferring the prescription and the
individual receiving the prescription must engage in confirmation of the
prescription information by such means as:

(A) the transferring individual faxes the hard copy pre-
scription to the receiving individual; or

(B) the receiving individual repeats the verbal informa-
tion from the transferring individual and the transferring individual ver-
bally confirms that the repeated information is correct.

(8) Pharmacies transferring prescriptions electronically
shall comply with the following:

(A) Prescription drug orders may not be transferred by
non-electronic means during periods of downtime except on consul-
tation with and authorization by a prescribing practitioner; provided
however, during downtime, a hard copy of a prescription drug order
may be made available for informational purposes only, to the patient
or a pharmacist, and the prescription may be read to a pharmacist by
telephone.

(B) The original prescription drug order shall be inval-
idated in the data processing system for purposes of filling or refilling,
but shall be maintained in the data processing system for refill history
purposes.

(C) If the data processing system does not have the ca-
pacity to store all the information as specified in paragraphs (5) and (6)
of this subsection, the pharmacist is required to record this information
on the original or transferred prescription drug order.

(D) The data processing system shall have a mechanism
to prohibit the transfer or refilling of controlled substance prescription
drug orders that have been previously transferred.

(E) Pharmacies electronically accessing the same pre-
scription drug order records may electronically transfer prescription
information if the following requirements are met.

(i) The original prescription is voided and the phar-
macies' data processing systems shall store all the information as spec-
ified in paragraphs (5) and (6) of this subsection.

(i) Pharmacies not owned by the same entity
may electronically access the same prescription drug order
person y y p p g

records, provided the owner, chief executive officer, or designee of
each pharmacy signs an agreement allowing access to such prescrip-
tion drug order records.

(iii)  An electronic transfer between pharmacies may
be initiated by a pharmacist intern, pharmacy technician, or pharmacy
technician trainee acting under the direct supervision of a pharmacist.

(9) An individual may not refuse to transfer original pre-
scription information to another individual who is acting on behalf of
a patient and who is making a request for this information as specified
in this subsection. The transfer of original prescription information
must be completed within four business hours of the request. [done in

a timely manner:|

(10) When transferring a compounded prescription, a
pharmacy is required to provide all of the information regarding the
compounded preparation including the formula unless the formula
is patented or otherwise protected, in which case, the transferring
pharmacy shall, at a minimum, provide the quantity or strength of all
of the active ingredients of the compounded preparation.

(11) [E48)] The electronic transfer of multiple or bulk pre-
scription records between two pharmacies is permitted provided:

(A) arecord of the transfer as specified in paragraph (5)
of this subsection [seetier] is maintained by the transferring pharmacys;

(B) the information specified in paragraph (6) of this
subsection is maintained by the receiving pharmacy; and

(C) in the event that the patient or patient's agent is un-
aware of the transfer of the prescription drug order record, the transfer-
ring pharmacy must notify the patient or patient's agent of the transfer
and must provide the patient or patient's agent with the telephone num-
ber of the pharmacy receiving the multiple or bulk prescription drug
order records.

(h) (No change.)

(i) Other records. Other records to be maintained by a phar-
macy:

(1) a[permanent] log of the initials or identification codes
that will identify each pharmacist, pharmacy technician, and pharmacy
technician trainee, who is involved in the dispensing process, in the
pharmacy's data processing system, [by name performing data entry
of preseription informatien] (the initials or identification code shall be
unique to ensure that each individual can be identified, i.e., identical
initials or identification codes shall not be used). Such log shall be
maintained at the pharmacy for at least seven years from the date of
the transaction;

(2) Copy 3 of DEA order form (DEA 222) that has been
properly dated, initialed, and filed, and all copies of each unaccepted
or defective order form and any attached statements or other documents
and/or for each order filled using the DEA Controlled Substance Order-
ing System (CSOS) the original signed order and all linked records for
that order;

(3) aflhard] copy of the power of attorney to sign DEA 222
order forms (if applicable);

(4) suppliers' invoices of dangerous drugs and controlled
substances; a pharmacist shall verify that the controlled drugs listed on
the invoices were actually received by clearly recording his/her initials
and the actual date of receipt of the controlled substances;

(5) suppliers' credit memos for controlled substances and
dangerous drugs;
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(6) a[hard] copy of inventories required by §291.17 of this
title (relating to Inventory Requirements);

(7) [hard eepy] reports of surrender or destruction of con-
trolled substances and/or dangerous drugs to an appropriate state or
federal agency;

(8) [a hard eopy of] the Schedule V nonprescription regis-
ter book;

(9) records of distribution of controlled substances and/or
dangerous drugs to other pharmacies, practitioners, or registrants; and

(10) a[hard] copy of any notification required by the Texas
Pharmacy Act or the sections in this chapter, including, but not limited
to, the following:

(A) reports of theft or significant loss of controlled sub-
stances to DEA, Department of Public Safety, and the board;

(B) notifications of a change in pharmacist-in-charge of
a pharmacy; and

(C) reports of a fire or other disaster that may affect the
strength, purity, or labeling of drugs, medications, devices, or other ma-
terials used in the diagnosis or treatment of injury, illness, and disease

(G - (@ (No change.)

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on February 26,
2016.

TRD-201600948

Gay Dodson, R.Ph.

Executive Director

Texas State Board of Pharmacy

Earliest possible date of adoption: April 10, 2016
For further information, please call: (512) 305-8026

¢ ¢ ¢

SUBCHAPTER G. SERVICES PROVIDED BY
PHARMACIES
22 TAC §291.133

The Texas State Board of Pharmacy proposes amendments to
§291.133, concerning Pharmacies Compounding Sterile Prepa-
rations. The proposed amendments, if adopted, remove refer-
ences to training requirements that are no longer necessary; up-
date the requirements for sterility testing and temperature and
humidity to be consistent with USP 797; clarify the requirements
regarding blood labeling to specify that blood labeling occurs in
a buffer area; and clarify recordkeeping requirements.

Gay Dodson, R.Ph., Executive Director/Secretary, has deter-
mined that, for the first five-year period the rule is in effect, there
will be no fiscal implications for state or local government as a
result of enforcing or administering the rule.

Ms. Dodson has determined that, for each year of the first five-
year period the rule will be in effect, the public benefit antici-
pated as a result of enforcing the amendments will ensure phar-
macies are compounding sterile preparations under appropriate
conditions. There might be an adverse economic effect on micro,
small, and large businesses or to other entities/persons who are

required to comply with the rules for pharmacies compounding
sterile preparations. Based on the significant variances in phar-
macies' physical structure and layout, it is difficult for TSBP to
determine the actual cost to businesses required to comply with
this rule. These costs would involve bringing the sterile com-
pounding area of pharmacies into compliance with the new pro-
visions of the rules. In addition, TSBP is unable to reduce these
costs because to do so would compromise the purposes of this
rule which is intended to protect the health and safety of the pub-
lic.

Written comments on the amendments may be submitted to Alli-
son Vordenbaumen Benz, R.Ph., M.S., Director of Professional
Services, Texas State Board of Pharmacy, 333 Guadalupe
Street, Suite 3-600, Austin, Texas 78701, FAX (512) 305-6778.
Comments must be received by 5 p.m., April 25, 2016.

The amendments are proposed under §551.002 and §554.051
of the Texas Pharmacy Act (Chapters 551 - 569, Texas Occu-
pations Code). The Board interprets §551.002 as authorizing
the agency to protect the public through the effective control
and regulation of the practice of pharmacy. The Board inter-
prets §554.051(a) as authorizing the agency to adopt rules for
the proper administration and enforcement of the Act.

The statutes affected by these amendments: Texas Pharmacy
Act, Chapters 551 - 569, Texas Occupations Code.

§$291.133.  Pharmacies Compounding Sterile Preparations.

(a) Purpose. Pharmacies compounding sterile preparations,
prepackaging pharmaceutical products, and distributing those products
shall comply with all requirements for their specific license classifica-
tion and this section. The purpose of this section is to provide standards
for the:

(1) compounding of sterile preparations pursuant to a pre-
scription or medication order for a patient from a practitioner in Class
A-S, Class B, Class C-S, and Class E-S pharmacies;

(2) compounding, dispensing, and delivery of a reasonable
quantity of a compounded sterile preparation in Class A-S, Class B,
Class C-S, and Class E-S pharmacies to a practitioner's office for office
use by the practitioner;

(3) compounding and distribution of compounded sterile
preparations by a Class A-S pharmacy for a Class C-S pharmacy; and

(4) compounding of sterile preparations by a Class C-S
pharmacy and the distribution of the compounded preparations to
other Class C or Class C-S pharmacies under common ownership.

(b) Definitions. In addition to the definitions for specific li-
cense classifications, the following words and terms, when used in this
section, shall have the following meanings, unless the context clearly
indicates otherwise.

(1) ACPE--Accreditation Council for Pharmacy Educa-
tion.

(2) Airborne particulate cleanliness class--The level of
cleanliness specified by the maximum allowable number of particles
per cubic meter of air as specified in the International Organization of
Standardization (ISO) Classification Air Cleanliness (ISO 14644-1).
For example:

(A) ISOClass 5 (formerly Class 100) is an atmospheric
environment that contains less than 3,520 particles 0.5 microns in diam-
eter per cubic meter of air (formerly stated as 100 particles 0.5 microns
in diameter per cubic foot of air);
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(B) 1ISO Class 7 (formerly Class 10,000) is an atmo-
spheric environment that contains less than 352,000 particles 0.5 mi-
crons in diameter per cubic meter of air (formerly stated as 10,000 par-
ticles 0.5 microns in diameter per cubic foot of air); and

(C) ISO Class 8 (formerly Class 100,000) is an atmo-
spheric environment that contains less than 3,520,000 particles 0.5 mi-
crons in diameter per cubic meter of air (formerly stated as 100,000
particles 0.5 microns in diameter per cubic foot of air).

(3) Ancillary supplies--Supplies necessary for the prepara-
tion and administration of compounded sterile preparations.

(4) Ante-area--An ISO Class 8 or better area where per-
sonnel may perform hand hygiene and garbing procedures, staging of
components, order entry, labeling, and other high-particulate generat-
ing activities. It is also a transition area that:

(A) provides assurance that pressure relationships are
constantly maintained so that air flows from clean to dirty areas; and

(B) reduces the need for the heating, ventilating and air
conditioning (HVAC) control system to respond to large disturbances.

(5) Aseptic Processing--A mode of processing pharmaceu-
tical and medical preparations that involves the separate sterilization of
the preparation and of the package (containers-closures or packaging
material for medical devices) and the transfer of the preparation into
the container and its closure under at least ISO Class 5 conditions.

(6) Automated compounding device--An automated de-
vice that compounds, measures, and/or packages a specified quantity
of individual components in a predetermined sequence for a designated
sterile preparation.

(7) Batch--A specific quantity of a drug or other material
that is intended to have uniform character and quality, within specified
limits, and is produced during a single preparation cycle.

(8) Batch preparation compounding--Compounding of
multiple sterile preparation units, in a single discrete process, by the
same individual(s), carried out during one limited time period. Batch
preparation/compounding does not include the preparation of multiple
sterile preparation units pursuant to patient specific medication orders.

(9) Beyond-use date--The date or time after which the com-
pounded sterile preparation shall not be stored or transported or begin
to be administered to a patient. The beyond-use date is determined
from the date or time the preparation is compounded.

(10) Biological Safety Cabinet, Class II--A ventilated cab-
inet for personnel, product or preparation, and environmental protec-
tion having an open front with inward airflow for personnel protection,
downward HEPA filtered laminar airflow for product protection, and
HEPA filtered exhausted air for environmental protection.

(11) Buffer Area--An ISO Class 7 or, if a Class B phar-
macy, ISO Class 8 or better, area where the primary engineering control
area is physically located. Activities that occur in this area include the
preparation and staging of components and supplies used when com-
pounding sterile preparations.

(12) Clean room--A room in which the concentration of
airborne particles is controlled to meet a specified airborne particulate
cleanliness class. Microorganisms in the environment are monitored
so that a microbial level for air, surface, and personnel gear are not ex-
ceeded for a specified cleanliness class.

(13) Component--Any ingredient intended for use in the
compounding of a drug preparation, including those that may not ap-
pear in such preparation.

(14) Compounding--The preparation, mixing, assembling,
packaging, or labeling of a drug or device:

(A) as the result of a practitioner's prescription drug or
medication order based on the practitioner-patient-pharmacist relation-
ship in the course of professional practice;

(B) for administration to a patient by a practitioner as
the result of a practitioner's initiative based on the practitioner-patient-
pharmacist relationship in the course of professional practice;

(C) in anticipation of prescription drug or medication
orders based on routine, regularly observed prescribing patterns; or

(D) for or as an incident to research, teaching, or chem-
ical analysis and not for sale or dispensing, except as allowed under
§562.154 or Chapter 563 of the Occupations Code.

(15) Compounding Aseptic Isolator--A form of barrier iso-
lator specifically designed for compounding pharmaceutical ingredi-
ents or preparations. It is designed to maintain an aseptic compound-
ing environment within the isolator throughout the compounding and
material transfer processes. Air exchange into the isolator from the sur-
rounding environment shall not occur unless it has first passed through
a microbial retentive filter (HEPA minimum).

(16) Compounding Aseptic Containment Isolator--A com-
pounding aseptic isolator designed to provide worker protection from
exposure to undesirable levels of airborne drug throughout the com-
pounding and material transfer processes and to provide an aseptic en-
vironment for compounding sterile preparations. Air exchange with
the surrounding environment should not occur unless the air is first
passed through a microbial retentive filter (HEPA minimum) system
capable of containing airborne concentrations of the physical size and
state of the drug being compounded. Where volatile hazardous drugs
are prepared, the exhaust air from the isolator should be appropriately
removed by properly designed building ventilation.

(17) Compounding Personnel--A pharmacist, pharmacy
technician, or pharmacy technician trainee who performs the actual
compounding; a pharmacist who supervises pharmacy technicians or
pharmacy technician trainees compounding sterile preparations, and
a pharmacist who performs an intermediate or final verification of a
compounded sterile preparation.

(18) Critical Area--An ISO Class 5 environment.

(19) Critical Sites--A location that includes any component
or fluid pathway surfaces (e.g., vial septa, injection ports, beakers) or
openings (e.g., opened ampules, needle hubs) exposed and at risk of
direct contact with air (e.g., ambient room or HEPA filtered), moisture
(e.g., oral and mucosal secretions), or touch contamination. Risk of
microbial particulate contamination of the critical site increases with
the size of the openings and exposure time.

(20) Device--An instrument, apparatus, implement, ma-
chine, contrivance, implant, in-vitro reagent, or other similar or related
article, including any component part or accessory, that is required
under federal or state law to be ordered or prescribed by a practitioner.

(21) Direct Compounding Area--A critical area within the
ISO Class 5 primary engineering control where critical sites are ex-
posed to unidirectional HEPA-filtered air, also known as first air.

(22) Disinfectant--An agent that frees from infection, usu-
ally a chemical agent but sometimes a physical one, and that destroys
disease-causing pathogens or other harmful microorganisms but may
not kill bacterial and fungal spores. It refers to substances applied to
inanimate objects.

41 TexReg 1800 March 11, 2016 Texas Register



(23) First Air--The air exiting the HEPA filter in a unidi-
rectional air stream that is essentially particle free.

(24) Hazardous Drugs--Drugs that, studies in animals or
humans indicate exposure to the drugs, have a potential for causing
cancer, development or reproductive toxicity, or harm to organs. For
the purposes of this chapter, radiopharmaceuticals are not considered
hazardous drugs.

(25) Hot water--The temperature of water from the phar-
macy's sink maintained at a minimum of 105 degrees F (41 degrees C).

(26) HVAC--Heating, ventilation, and air conditioning.

(27) Immediate use--A sterile preparation that is not pre-
pared according to USP 797 standards (i.e., outside the pharmacy and
most likely not by pharmacy personnel) which shall be stored for no
longer than one hour after completion of the preparation.

(28) IPA--Isopropyl alcohol (2-propanol).

(29) Labeling--All labels and other written, printed, or
graphic matter on an immediate container of an article or preparation
or on, or in, any package or wrapper in which it is enclosed, except
any outer shipping container. The term "label" designates that part of
the labeling on the immediate container.

(30) Media-Fill Test--A test used to qualify aseptic tech-
nique of compounding personnel or processes and to ensure that the
processes used are able to produce sterile preparation without micro-
bial contamination. During this test, a microbiological growth medium
such as Soybean-Casein Digest Medium is substituted for the actual
drug preparation to simulate admixture compounding. The issues to
consider in the development of a media-fill test are the following: me-
dia-fill procedures, media selection, fill volume, incubation, time and
temperature, inspection of filled units, documentation, interpretation of
results, and possible corrective actions required.

(31) Multiple-Dose Container--A multiple-unit container
for articles or preparations intended for potential administration only
and usually contains antimicrobial preservatives. The beyond-use
date for an opened or entered (e.g., needle-punctured) multiple-dose
container with antimicrobial preservatives is 28 days, unless otherwise
specified by the manufacturer.

(32) Negative Pressure Room--A room that is at a lower
pressure compared to adjacent spaces and, therefore, the net flow of air
is into the room.

(33) Office use--The administration of a compounded drug
to a patient by a practitioner in the practitioner's office or by the practi-
tioner in a health care facility or treatment setting, including a hospital,
ambulatory surgical center, or pharmacy in accordance with Chapter
562 of the Act, or for administration or provision by a veterinarian in
accordance with §563.054 of the Act.

(34) Pharmacy Bulk Package--A container of a sterile
preparation for potential use that contains many single doses. The
contents are intended for use in a pharmacy admixture program and
are restricted to the preparation of admixtures for infusion or, through
a sterile transfer device, for the filling of empty sterile syringes. The
closure shall be penetrated only one time after constitution with a
suitable sterile transfer device or dispensing set, which allows mea-
sured dispensing of the contents. The pharmacy bulk package is to be
used only in a suitable work area such as a laminar flow hood (or an
equivalent clean air compounding area).

(35) Prepackaging--The act of repackaging and relabeling
quantities of drug products from a manufacturer's original container
into unit dose packaging or a multiple dose container for distribution

within a facility licensed as a Class C pharmacy or to other pharmacies
under common ownership for distribution within those facilities. The
term as defined does not prohibit the prepackaging of drug products for
use within other pharmacy classes.

(36) Preparation or Compounded Sterile Preparation--A
sterile admixture compounded in a licensed pharmacy or other health-
care-related facility pursuant to the order of a licensed prescriber. The
components of the preparation may or may not be sterile products.

(37) Primary Engineering Control--A device or room that
provides an ISO Class 5 environment for the exposure of critical sites
when compounding sterile preparations. Such devices include, but may
not be limited to, laminar airflow workbenches, biological safety cab-
inets, compounding aseptic isolators, and compounding aseptic con-
tainment isolators.

(38) Product--A commercially manufactured sterile drug
or nutrient that has been evaluated for safety and efficacy by the U.S.
Food and Drug Administration (FDA). Products are accompanied by
full prescribing information, which is commonly known as the FDA-
approved manufacturer's labeling or product package insert.

(39) Positive Control--A quality assurance sample pre-
pared to test positive for microbial growth.

(40) Quality assurance--The set of activities used to ensure
that the process used in the preparation of sterile drug preparations lead
to preparations that meet predetermined standards of quality.

(41) Quality control--The set of testing activities used to
determine that the ingredients, components (e.g., containers), and final
compounded sterile preparations prepared meet predetermined require-
ments with respect to identity, purity, non-pyrogenicity, and sterility.

(42) Reasonable quantity--An amount of a compounded
drug that:

(A) does not exceed the amount a practitioner antici-
pates may be used in the practitioner's office or facility before the be-
yond use date of the drug;

(B) is reasonable considering the intended use of the
compounded drug and the nature of the practitioner's practice; and

(C) for any practitioner and all practitioners as a whole,
is not greater than an amount the pharmacy is capable of compound-
ing in compliance with pharmaceutical standards for identity, strength,
quality, and purity of the compounded drug that are consistent with
United States Pharmacopoeia guidelines and accreditation practices.

(43) Segregated Compounding Area--A designated space,
either a demarcated area or room, that is restricted to preparing low-risk
level compounded sterile preparations with 12-hour or less beyond-use
date. Such area shall contain a device that provides unidirectional air-
flow of ISO Class 5 air quality for preparation of compounded sterile
preparations and shall be void of activities and materials that are extra-
neous to sterile compounding.

(44) Single-dose container--A single-unit container for ar-
ticles or preparations intended for parenteral administration only. It is
intended for a single use. A single-dose container is labeled as such.
Examples of single-dose containers include pre-filled syringes, car-
tridges, fusion-sealed containers, and closure-sealed containers when
so labeled.

(45) SOPs--Standard operating procedures.

(46) Sterilizing Grade Membranes--Membranes that are
documented to retain 100% of a culture of 107 microorganisms
of a strain of Brevundimonas (Pseudomonas) diminuta per square
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centimeter of membrane surface under a pressure of not less than 30
psi (2.0 bar). Such filter membranes are nominally at 0.22-micrometer
or 0.2-micrometer nominal pore size, depending on the manufacturer's
practice.

(47) Sterilization by Filtration--Passage of a fluid or solu-
tion through a sterilizing grade membrane to produce a sterile effluent.

(48) Terminal Sterilization--The application of a lethal
process, e.g., steam under pressure or autoclaving, to sealed final
preparation containers for the purpose of achieving a predetermined
sterility assurance level of usually less than 10-6 or a probability of
less than one in one million of a non-sterile unit.

(49) Unidirectional Flow--An airflow moving in a single
direction in a robust and uniform manner and at sufficient speed to re-
producibly sweep particles away from the critical processing or testing
area.

(50) USP/NF--The current edition of the United States
Pharmacopeia/National Formulary.

(c) Personnel.
(1) Pharmacist-in-charge.

(A) General. The pharmacy shall have a pharmacist-
in-charge in compliance with the specific license classification of the
pharmacy.

(B) Responsibilities. In addition to the responsibilities
for the specific class of pharmacy, the pharmacist-in-charge shall have
the responsibility for, at a minimum, the following concerning the com-
pounding of sterile preparations:

(i) developing a system to ensure that all pharmacy
personnel responsible for compounding and/or supervising the com-
pounding of sterile preparations within the pharmacy receive appropri-
ate education and training and competency evaluation;

(i)  determining that all personnel involved in com-
pounding sterile preparations obtain continuing education appropriate
for the type of compounding done by the personnel;

(iii)  supervising a system to ensure appropriate pro-
curement of drugs and devices and storage of all pharmaceutical mate-
rials including pharmaceuticals, components used in the compounding
of sterile preparations, and drug delivery devices;

(iv) ensuring that the equipment used in compound-
ing is properly maintained;

(v) developing a system for the disposal and distri-
bution of drugs from the pharmacy;

(vi) developing a system for bulk compounding or
batch preparation of drugs;

(vii) developing a system for the compounding,
sterility assurance, quality assurance, and quality control of sterile
preparations; and

(viii)  if applicable, ensuring that the pharmacy has a
system to dispose of hazardous waste in a manner so as not to endanger
the public health.

(2) Pharmacists.
(A) General.

() A pharmacist is responsible for ensuring that
compounded sterile preparations are accurately identified, measured,
diluted, and mixed and are correctly purified, sterilized, packaged,
sealed, labeled, stored, dispensed, and distributed.

(i) A pharmacist shall inspect and approve all com-
ponents, drug preparation containers, closures, labeling, and any other
materials involved in the compounding process.

(iii) A pharmacist shall review all compounding
records for accuracy and conduct periodic in-process checks as defined
in the pharmacy's policy and procedures.

(iv) A pharmacist shall review all compounding
records for accuracy and conduct a final check.

(v) A pharmacist is responsible for ensuring the
proper maintenance, cleanliness, and use of all equipment used in the
compounding process.

(vi) A pharmacist shall be accessible at all times, 24
hours a day, to respond to patients' and other health professionals' ques-
tions and needs.

[(B) Prior to September 1, 2015 - initial training and
continuing edueation}

i Al pharmaeists whe compeound sterile prepa-
rations for administration to patients or supervise pharmaey techni-
eians and pharmaey technieian trainees compounding sterile prepara-

HH complete through a single eourse; a mini-
mum of 20 heurs of instruction and experience in the areas listed in
paragraph (D) of this subseetion: Such training may be obtained
through:}

) completion of a structured on-the-job
Lidactic and ential traini at this o} hich pro-
transferred to another pharmaey unless the pharmaecies are under com-
meon ewnership and econtrol and use a commeon training pregram; or}

b completion of a recognized course inan
aceredited eollege of pharmaey or a course sponsered by an ACPE ae-
enees}

[(I)  possess knowledge about:]

f-a-) aseptic processing;}

b  quality control and quality assurance as
related to environmental, component, and finished preparation release

cheeks and tests;}
properties of drugs:]

[d) container; equipment; and elosure sys-
tem selection; and}

ing programs specified in this subparagraph must be supervised by an
individual whe has already completed training as speeified in this para-
graph or paragraph (3) of this subsection:}

ity Al pharmaeists engaged in compounding ster-
ile preparations shall obtain continuing education appropriate for the
type of compounding dene by the pharmaeist]
(B) [€©)] Initial [Effeetive September 1; 2015- initial]
training and continuing education.

(i) All pharmacists who compound sterile prepa-
rations or supervise pharmacy technicians and pharmacy technician
trainees compounding sterile preparations shall comply with the
following:

(I) complete through a single course, a minimum
0f20 hours of instruction and experience in the areas listed in paragraph
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(4)(D) of this subsection. Such training shall be obtained through com-
pletion of a recognized course in an accredited college of pharmacy or
a course sponsored by an ACPE accredited provider;

(II) complete a structured on-the-job didactic
and experiential training program at this pharmacy which provides
sufficient hours of instruction and experience in the facility's sterile
compounding processes and procedures. Such training may not be
transferred to another pharmacy unless the pharmacies are under
common ownership and control and use a common training program;
and

(11I) possess knowledge about:

(-a-) aseptic processing;

(-b-) quality control and quality assurance as
related to environmental, component, and finished preparation release
checks and tests;

(-c-) chemical, pharmaceutical, and clinical
properties of drugs;

(-d-) container, equipment, and closure sys-
tem selection; and

(-e-) sterilization techniques.

(i)  The required experiential portion of the training
programs specified in this subparagraph must be supervised by an indi-
vidual who is actively engaged in performing sterile compounding and
is qualified and has completed training as specified in this paragraph or
paragraph (3) of this subsection.

(iii) Inorder to renew a license to practice pharmacy,
during the previous licensure period, a pharmacist engaged in sterile
compounding shall complete a minimum of:

(1) two hours of ACPE-accredited continuing ed-
ucation relating to one or more of the areas listed in paragraph (4)(D) of
this subsection if the pharmacist is engaged in compounding low and
medium risk sterile preparations; or

(1I) four hours of ACPE-accredited continuing
education relating to one or more of the areas listed in paragraph
(4)(D) of this subsection if the pharmacist is engaged in compounding
high risk sterile preparations.

(3) Pharmacy technicians and pharmacy technician

trainees.

(A) General. All pharmacy technicians and pharmacy
technician trainees shall meet the training requirements specified in
§297.6 of this title (relating to Pharmacy Technician and Pharmacy
Technician Trainee Training).

By Prior to September 1; 2015 - initial training and

continuing education: In addition to specifie qualifications for registra-
Hh a single course; a minimum of 40 hours of

instruction and experience in the areas listed in paragraph (D)D) of
fa) completion of a structured on-the-job

transferred to another pharmaey unless the pharmaecies are under com-
mon ewnership and control and use a common training program; or}
b} completion of a course sponsered by an

ACPE aceredited provider which provides 40 hours of instruction and

D a training program which is aceredited by
the American Society of Health-System Pharmacists. Individuals
cnrolled in training programs accredited by the American Socicty of
Health-System Pharmacists may compound sterile preparations in a
the individual is assigned to a pharmacy as a part of the cxperien-
ial component of the American Society of Health-System Pharmacists

[(-b-) individual is under the direct supervi-
sion of and responsible to a pharmaeist whe has completed training as
specified in paragraph (2) of this subsection; and]

f-e) supervising ist conduets peri-
odic in-process checks as defined in the pharmacy's policy and pro-
cedures; and]

{4 supervising pharmaeist eonduets a final
cheekd

Hit) acquire the required experiential portion of the

paragraph (2) of this subseection or this paragraph-}
(B) [€©)] Initial [Effective September 1, 2015- initial]
training and continuing education.

(i) Pharmacy technicians and pharmacy technician
trainees may compound sterile preparations provided the pharmacy
technicians and/or pharmacy technician trainees are supervised by a
pharmacist as [whe has eompleted the training] specified in paragraph
(2) of this subsection[; eonduets in-process and final cheeks; and af-
fixes his or her initials to the appropriate quality control records].

(i)  All pharmacy technicians and pharmacy techni-
cian trainees who compound sterile preparations for administration to
patients shall:

() have initial training obtained either through
completion of:

(-a-) a single course, a minimum of 40 hours
of instruction and experience in the areas listed in paragraph (4)(D) of
this subsection. Such training shall be obtained through completion of
a course sponsored by an ACPE accredited provider which provides 40
hours of instruction and experience; or

(-b-) a training program which is accredited
by the American Society of Health-System Pharmacists.

(II) and

(-a-) complete a structured on-the-job didac-
tic and experiential training program at this pharmacy which provides
sufficient hours of instruction and experience in the facility's sterile
compounding processes and procedures. Such training may not be
transferred to another pharmacy unless the pharmacies are under com-
mon ownership and control and use a common training program; and

(-b-) possess knowledge about:

(-1-) aseptic processing;

(-2-) quality control and quality as-
surance as related to environmental, component, and finished prepara-
tion release checks and tests;

(-3-) chemical, pharmaceutical,

and clinical properties of drugs;

(-4-) container, equipment, and

closure system selection; and

(-5-) sterilization techniques.
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(iii) Individuals enrolled in training programs ac-
credited by the American Society of Health-System Pharmacists may
compound sterile preparations in a licensed pharmacy provided the:

(I) compounding occurs only during times the in-
dividual is assigned to a pharmacy as a part of the experiential compo-
nent of the American Society of Health-System Pharmacists training
program;

(II) individual is under the direct supervision of
and responsible to a pharmacist who has completed training as specified
in paragraph (2) of this subsection; and

(IlI) supervising pharmacist conducts periodic
in-process checks as defined in the pharmacy's policy and procedures;
and

(IV) supervising pharmacist conducts a final
check.

(iv) The required experiential portion of the training
programs specified in this subparagraph must be supervised by an in-
dividual who is actively engaged in performing sterile compounding,
is qualified and has completed training as specified in paragraph (2) of
this subsection or this paragraph.

(v) In order to renew a registration as a pharmacy
technician, during the previous registration period, a pharmacy techni-
cian engaged in sterile compounding shall complete a minimum of:

() two hours of ACPE accredited continuing ed-
ucation relating to one or more of the areas listed in paragraph (4)(D) of
this subsection if the pharmacy technician is engaged in compounding
low and medium risk sterile preparations; or

(1I) four hours of ACPE accredited continuing
education relating to one or more of the areas listed in paragraph (4)(D)
of this subsection if pharmacy technician is engaged in compounding
high risk sterile preparations.

(4) Evaluation and testing requirements.

(A) All pharmacy personnel preparing sterile prepara-
tions shall be trained conscientiously and skillfully by expert person-
nel through multimedia instructional sources and professional publi-
cations in the theoretical principles and practical skills of aseptic ma-
nipulations, garbing procedures, aseptic work practices, achieving and
maintaining ISO Class 5 environmental conditions, and cleaning and
disinfection procedures before beginning to prepare compounded ster-
ile preparations.

(B) All pharmacy personnel preparing sterile prepara-
tions shall perform didactic review and pass written and media-fill test-
ing of aseptic manipulative skills initially followed by:

(i) every 12 months for low- and medium-risk level
compounding; and

(ii) every six months for high-risk level compound-
ing.
(C) Pharmacy personnel who fail written tests or whose
media-fill test vials result in gross microbial colonization shall:

(i) beimmediately re-instructed and re-evaluated by
expert compounding personnel to ensure correction of all aseptic prac-
tice deficiencies; and

(i) not be allowed to compound sterile preparations
for patient use until passing results are achieved.

(D) The didactic and experiential training shall include
instruction, experience, and demonstrated proficiency in the following
areas:

(i) aseptic technique;
(ii) critical area contamination factors;
(iii) environmental monitoring;

(iv) structure and engineering controls related to fa-

cilities;

(v) equipment and supplies;

(vi) sterile preparation calculations and terminol-
ogy;

(vii) sterile preparation compounding documenta-
tion;

(viii) quality assurance procedures;

(ix) aseptic preparation procedures including proper
gowning and gloving technique;

(x) handling of hazardous drugs, if applicable;
(xi) cleaning procedures; and
(xii) general conduct in the clean room.

(E) The aseptic technique of each person compound-
ing or responsible for the direct supervision of personnel compounding
sterile preparations shall be observed and evaluated by expert personnel
as satisfactory through written and practical tests, and challenge test-
ing, and such evaluation documented. Compounding personnel shall
not evaluate their own aseptic technique or results of their own me-
dia-fill challenge testing.

(F) Media-fill tests must be conducted at each pharmacy
where an individual compounds sterile preparations. No preparation
intended for patient use shall be compounded by an individual until
the on-site media-fill tests indicate that the individual can competently
perform aseptic procedures, except that a pharmacist may temporar-
ily compound sterile preparations and supervise pharmacy technicians
compounding sterile preparations without media-fill tests provided the
pharmacist completes the on-site media-fill tests within seven days of
commencing work at the pharmacy.

(G) Media-fill tests procedures for assessing the prepa-
ration of specific types of sterile preparations shall be representative of
the most challenging or stressful conditions encountered by the phar-
macy personnel being evaluated and, if applicable, for sterilizing high-
risk level compounded sterile preparations.

(H) Media-fill challenge tests simulating high-risk level
compounding shall be used to verify the capability of the compounding
environment and process to produce a sterile preparation.

(I) Commercially available sterile fluid culture media,
such as Soybean-Casein Digest Medium shall be able to promote ex-
ponential colonization of bacteria that are most likely to be transmitted
to compounding sterile preparations from the compounding personnel
and environment. Media-filled vials are generally incubated at 20 to
25 degrees Celsius or at 30 to 35 degrees Celsius for a minimum of
14 days. If two temperatures are used for incubation of media-filled
samples, then these filled containers should be incubated for at least 7
days at each temperature. Failure is indicated by visible turbidity in the
medium on or before 14 days.

(J) The pharmacist-in-charge shall ensure continuing
competency of pharmacy personnel through in-service education,
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training, and media-fill tests to supplement initial training. Personnel
competency shall be evaluated:

(i) during orientation and training prior to the regu-
lar performance of those tasks;

(ii) whenever the quality assurance program yields
an unacceptable result;

(iii) whenever unacceptable techniques are ob-
served; and

(iv)  atleast on an annual basis for low- and medium-
risk level compounding, and every six months for high-risk level com-
pounding.

(K) The pharmacist-in-charge shall ensure that proper
hand hygiene and garbing practices of compounding personnel are
evaluated prior to compounding, supervising, or verifying sterile
preparations intended for patient use and whenever an aseptic media
fill is performed.

(i) Sampling of compounding personnel glove fin-
gertips shall be performed for all risk level compounding.

(i) All compounding personnel shall demonstrate
competency in proper hand hygiene and garbing procedures and
in aseptic work practices (e.g., disinfection of component surfaces,
routine disinfection of gloved hands).

(iii)  Sterile contact agar plates shall be used to sam-
ple the gloved fingertips of compounding personnel after garbing in
order to assess garbing competency and after completing the media-fill
preparation (without applying sterile 70% IPA).

(iv)  The visual observation shall be documented and
maintained to provide a permanent record and long-term assessment of
personnel competency.

(v) All compounding personnel shall successfully
complete an initial competency evaluation and gloved fingertip/thumb
sampling procedure no less than three times before initially being
allowed to compound sterile preparations for patient use. Immediately
after the compounding personnel completes the hand hygiene and
garbing procedure (i.e., after donning of sterile gloves and before
any disinfecting with sterile 70% IPA), the evaluator will collect
a gloved fingertip and thumb sample from both hands of the com-
pounding personnel onto agar plates or media test paddles by having
the individual lightly touching each fingertip onto the agar. The test
plates or test paddles will be incubated for the appropriate incubation
period and at the appropriate temperature. Results of the initial gloved
fingertip evaluations shall indicate zero colony-forming units (0 CFU)
growth on the agar plates or media test paddles, or the test shall be
considered a failure. In the event of a failed gloved fingertip test,
the evaluation shall be repeated until the individual can successfully
don sterile gloves and pass the gloved fingertip evaluation, defined as
zero CFUs growth. No preparation intended for patient use shall be
compounded by an individual until the results of the initial gloved fin-
gertip evaluation indicate that the individual can competently perform
aseptic procedures except that a pharmacist may temporarily supervise
pharmacy technicians compounding sterile preparations while waiting
for the results of the evaluation for no more than three days.

(vi) Re-evaluation of all compounding personnel
shall occur at least annually for compounding personnel who com-
pound low and medium risk level preparations and every six months
for compounding personnel who compound high risk level prepara-
tions. Results of gloved fingertip tests conducted immediately after
compounding personnel complete a compounding procedure shall

indicate no more than 3 CFUs growth, or the test shall be considered
a failure, in which case, the evaluation shall be repeated until an
acceptable test can be achieved (i.e., the results indicated no more than
3 CFUs growth).

(L) The pharmacist-in-charge shall ensure surface sam-
pling shall be conducted in all ISO classified areas on a periodic basis.
Sampling shall be accomplished using contact plates at the conclusion
of compounding. The sample area shall be gently touched with the agar
surface by rolling the plate across the surface to be sampled.

(5) Documentation of Training. The pharmacy shall main-
tain a record of the training and continuing education on each person
who compounds sterile preparations. The record shall contain, at a
minimum, a written record of initial and in-service training, education,
and the results of written and practical testing and media-fill testing of
pharmacy personnel. The record shall be maintained and available for
inspection by the board and contain the following information:

(A) name of the person receiving the training or com-
pleting the testing or media-fill tests;

(B) date(s) of the training, testing, or media-fill chal-
lenge testing;

(C) general description of the topics covered in the
training or testing or of the process validated;

(D) name of the person supervising the training, testing,
or media-fill challenge testing; and

(E) signature or initials of the person receiving the train-
ing or completing the testing or media-fill challenge testing and the
pharmacist-in-charge or other pharmacist employed by the pharmacy
and designated by the pharmacist-in-charge as responsible for training,
testing, or media-fill challenge testing of personnel.

(d) Operational Standards.
(1) General Requirements.
(A) Sterile preparations may be compounded:

(i) upon presentation of a practitioner's prescription
drug or medication order based on a valid pharmacist/patient/prescriber
relationship;

(i) in anticipation of future prescription drug or
medication orders based on routine, regularly observed prescribing
patterns; or

(iii)  in reasonable quantities for office use by a prac-
titioner and for use by a veterinarian.

(B) Sterile compounding in anticipation of future pre-
scription drug or medication orders must be based upon a history of re-
ceiving valid prescriptions issued within an established pharmacist/pa-
tient/prescriber relationship, provided that in the pharmacist's profes-
sional judgment the quantity prepared is stable for the anticipated shelf
time.

(i) The pharmacist's professional judgment shall be
based on the criteria used to determine a beyond-use date outlined in
paragraph (6)(G) of this subsection.

(i) Documentation of the criteria used to determine
the stability for the anticipated shelf time must be maintained and be
available for inspection.

(iii)  Any preparation compounded in anticipation of
future prescription drug or medication orders shall be labeled. Such
label shall contain:
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(I) name and strength of the compounded prepa-
ration or list of the active ingredients and strengths;

(1l) facility's lot number;

(III) beyond-use date as determined by the phar-
macist using appropriate documented criteria as outlined in paragraph
(6)(G) of this subsection;

(IV) quantity or amount in the container;

(V) appropriate ancillary instructions, such as
storage instructions or cautionary statements, including hazardous
drug warning labels where appropriate; and

(VI) device-specific instructions, where appro-
priate.

(C) Commercially available products may be com-
pounded for dispensing to individual patients or for office use provided
the following conditions are met:

(i) the commercial product is not reasonably avail-
able from normal distribution channels in a timely manner to meet in-
dividual patient's needs;

(ii) the pharmacy maintains documentation that the
product is not reasonably available due to a drug shortage or unavail-
ability from the manufacturer; and

(iii) the prescribing practitioner has requested that
the drug be compounded as described in subparagraph (D) of this para-
graph.

(D) A pharmacy may not compound preparations that
are essentially copies of commercially available products (e.g., the
preparation is dispensed in a strength that is only slightly different from
a commercially available product) unless the prescribing practitioner
specifically orders the strength or dosage form and specifies why the
individual patient needs the particular strength or dosage form of the
preparation or why the preparation for office use is needed in the
particular strength or dosage form of the preparation. The prescribing
practitioner shall provide documentation of a patient specific medical
need and the preparation produces a clinically significant therapeutic
response (e.g., the physician requests an alternate preparation due to
hypersensitivity to excipients or preservative in the FDA-approved
product, or the physician requests an effective alternate dosage form)
or if the drug product is not commercially available. The unavailability
of such drug product must be documented prior to compounding. The
methodology for documenting unavailability includes maintaining a
copy of the wholesaler's notification showing back-ordered, discontin-
ued, or out-of-stock items. This documentation must be available in
hard-copy or electronic format for inspection by the board.

(E) A pharmacy may enter into an agreement to com-
pound and dispense prescription/medication orders for another phar-
macy provided the pharmacy complies with the provisions of §291.125
of this title (relating to Centralized Prescription Dispensing).

(F) Compounding pharmacies/pharmacists may adver-
tise and promote the fact that they provide sterile prescription com-
pounding services, which may include specific drug preparations and
classes of drugs.

(G) A pharmacy may not compound veterinary prepa-
rations for use in food producing animals except in accordance with
federal guidelines.

(H) Compounded sterile preparations, including haz-
ardous drugs and radiopharmaceuticals, shall be prepared only under

conditions that protect the pharmacy personnel in the preparation and
storage areas.

(2) Microbial Contamination Risk Levels. Risk Levels for
sterile compounded preparations shall be as outlined in Chapter 797,
Pharmacy Compounding--Sterile Preparations of the USP/NF and as
listed in this paragraph.

(A) Low-risk level compounded sterile preparations.

(i) Low-Risk conditions. Low-risk level com-
pounded sterile preparations are those compounded under all of the
following conditions.

(I) The compounded sterile preparations are
compounded with aseptic manipulations entirely within ISO Class 5 or
better air quality using only sterile ingredients, products, components,
and devices.

(1) The compounding involves only transfer,
measuring, and mixing manipulations using not more than three
commercially manufactured packages of sterile products and not more
than two entries into any one sterile container or package (e.g., bag,
vial) of sterile product or administration container/device to prepare
the compounded sterile preparation.

(III) Manipulations are limited to aseptically
opening ampuls, penetrating disinfected stoppers on vials with sterile
needles and syringes, and transferring sterile liquids in sterile syringes
to sterile administration devices, package containers of other sterile
products, and containers for storage and dispensing.

(IV) For alow-risk preparation, in the absence of

passing a [direet] sterility test [testing results or appropriate informa-
tion sourees that justify different limits;] the storage periods cannot
[may net] exceed the following periods: before administration the com-
pounded sterile preparation is stored properly and are exposed for not
more than 48 hours at controlled room temperature, for not more than
14 days if stored at a cold temperature, and for 45 days if stored in a
frozen state between minus 25 degrees Celsius and minus 10 degrees
Celsius. For delayed activation device systems, the storage period be-

gins when the device is activated.

(i) Examples of Low-Risk Compounding. Exam-
ples of low-risk compounding include the following.

(1) Single volume transfers of sterile dosage
forms from ampuls, bottles, bags, and vials using sterile syringes
with sterile needles, other administration devices, and other sterile
containers. The solution content of ampules shall be passed through a
sterile filter to remove any particles.

(II) Simple aseptic measuring and transferring
with not more than three packages of manufactured sterile products,
including an infusion or diluent solution to compound drug admixtures
and nutritional solutions.

(B) Low-Risk Level compounded sterile preparations
with 12-hour or less beyond-use date. Low-risk level compounded ster-
ile preparations are those compounded pursuant to a physician's order
for a specific patient under all of the following conditions.

(i) The compounded sterile preparations are com-
pounded in compounding aseptic isolator or compounding aseptic con-
tainment isolator that does not meet the requirements described in para-
graph (7)(C) or (D) of this subsection (relating to Primary Engineer-
ing Control Device) or the compounded sterile preparations are com-
pounded in laminar airflow workbench or a biological safety cabinet
that cannot be located within the buffer area.
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(i) The primary engineering control device shall be
certified and maintain ISO Class 5 for exposure of critical sites and
shall be located in a segregated compounding area restricted to sterile
compounding activities that minimizes the risk of contamination of the
compounded sterile preparation.

(iii) The segregated compounding area shall not be
in a location that has unsealed windows or doors that connect to the
outdoors or high traffic flow, or that is adjacent to construction sites,
warehouses, or food preparation.

(iv) For a low-risk preparation compounded as de-
scribed in clauses (i) - (iii) of this subparagraph, administration of such
compounded sterile preparations must commence within 12 hours of
preparation or as recommended in the manufacturers' package insert,
whichever is less. However, the administration of sterile radiopharma-
ceuticals, with documented testing of chemical stability, may be ad-
ministered beyond 12 hours of preparation.

(C) Medium-risk level compounded sterile prepara-
tions.

(i) Medium-Risk Conditions. Medium-risk level
compounded sterile preparations, are those compounded aseptically
under low-risk conditions and one or more of the following conditions
exists.

(I) Multiple individual or small doses of sterile
products are combined or pooled to prepare a compounded sterile
preparation that will be administered either to multiple patients or to
one patient on multiple occasions.

(II) The compounding process includes complex
aseptic manipulations other than the single-volume transfer.

(III) The compounding process requires unusu-
ally long duration, such as that required to complete the dissolution or
homogenous mixing (e.g., reconstitution of intravenous immunoglob-
ulin or other intravenous protein products).

(1V) The compounded sterile preparations do not
contain broad spectrum bacteriostatic substances and they are admin-
istered over several days (e.g., an externally worn infusion device).

(V) For a medium-risk preparation, in the ab-
sence of passing a [direet] sterility test [testing results] the storage
periods cannot [beyend use dates may not| exceed the following time
periods: before administration, the compounded sterile preparations
are properly stored and are exposed for not more than 30 hours at
controlled room temperature, for not more than 9 days at a cold
temperature, and for 45 days in solid frozen state between minus 25
degrees Celsius and minus 10 degrees Celsius.

(i) Examples of medium-risk compounding. Exam-
ples of medium-risk compounding include the following.

(I) Compounding of total parenteral nutrition flu-
ids using a manual or automated device during which there are multiple
injections, detachments, and attachments of nutrient source products to
the device or machine to deliver all nutritional components to a final
sterile container.

(1I) Filling of reservoirs of injection and infusion
devices with more than three sterile drug products and evacuations of
air from those reservoirs before the filled device is dispensed.

(III) Filling of reservoirs of injection and infu-
sion devices with volumes of sterile drug solutions that will be admin-
istered over several days at ambient temperatures between 25 and 40
degrees Celsius (77 and 104 degrees Fahrenheit).

(1V) Transfer of volumes from multiple ampuls
or vials into a single, final sterile container or product.

(D) High-risk level compounded sterile preparations.

(i) High-risk Conditions. High-risk level com-
pounded sterile preparations are those compounded under any of the
following conditions.

(I) Non-sterile ingredients, including manufac-
tured products not intended for sterile routes of administration (e.g.,
oral) are incorporated or a non-sterile device is employed before termi-
nal sterilization.

(II)  Any of the following are exposed to air qual-

ity worse than ISO Class 5 for more than 1 hour:

(-a-) sterile contents of commercially manu-
factured products;

(-b-) CSPs that lack effective antimicrobial
preservatives; and

(-c-) sterile surfaces of devices and contain-
ers for the preparation, transfer, sterilization, and packaging of CSPs.

(IlI) Compounding personnel are improperly
garbed and gloved.

(IV) Non-sterile water-containing preparations
are exposed no more than 6 hours before being sterilized.

(V) It is assumed, and not verified by examina-
tion of labeling and documentation from suppliers or by direct determi-
nation, that the chemical purity and content strength of ingredients meet
their original or compendial specifications in unopened or in opened
packages of bulk ingredients.

(V) For a sterilized high-risk level preparation,
in the absence of passing a sterility test, the storage periods cannot
exceed the following time periods: before administration, the com-
pounded sterile preparations are properly stored and are exposed for
not more than 24 hours at controlled room temperature, for not more
than 3 days at a cold temperature, and for 45 days in solid frozen state
between minus 25 degrees Celsius and minus 10 degrees Celsius.

(VIl)  All non-sterile measuring, mixing, and pu-
rifying devices are rinsed thoroughly with sterile, pyrogen-free wa-
ter, and then thoroughly drained or dried immediately before use for
high-risk compounding. All high-risk compounded sterile solutions
subjected to terminal sterilization are prefiltered by passing through a
filter with a nominal pore size not larger than 1.2 micron preceding
or during filling into their final containers to remove particulate mat-
ter. Sterilization of high-risk level compounded sterile preparations
by filtration shall be performed with a sterile 0.2 micrometer or 0.22
micrometer nominal pore size filter entirely within an ISO Class 5 or
superior air quality environment.

(i) Examples of high-risk compounding. Examples
of high-risk compounding include the following.

(I) Dissolving non-sterile bulk drug powders to
make solutions, which will be terminally sterilized.

(II) Exposing the sterile ingredients and compo-
nents used to prepare and package compounded sterile preparations to
room air quality worse than ISO Class 5 for more than one hour.

(IlI) Measuring and mixing sterile ingredients in
non-sterile devices before sterilization is performed.

(IV)  Assuming, without appropriate evidence or
direct determination, that packages of bulk ingredients contain at least
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95% by weight of their active chemical moiety and have not been con-
taminated or adulterated between uses.

(3) Immediate Use Compounded Sterile Preparations. For
the purpose of emergency or immediate patient care, such situations
may include cardiopulmonary resuscitation, emergency room treat-
ment, preparation of diagnostic agents, or critical therapy where the
preparation of the compounded sterile preparation under low-risk
level conditions would subject the patient to additional risk due to
delays in therapy. Compounded sterile preparations are exempted
from the requirements described in this paragraph for low-risk level
compounded sterile preparations when all of the following criteria are
met.

(A) Only simple aseptic measuring and transfer manip-
ulations are performed with not more than three sterile non-hazardous
commercial drug and diagnostic radiopharmaceutical drug products,
including an infusion or diluent solution, from the manufacturers' orig-
inal containers and not more than two entries into any one container or
package of sterile infusion solution or administration container/device.

(B) Unless required for the preparation, the compound-
ing procedure occurs continuously without delays or interruptions and
does not exceed 1 hour.

(C) During preparation, aseptic technique is followed
and, if not immediately administered, the finished compounded sterile
preparation is under continuous supervision to minimize the potential
for contact with nonsterile surfaces, introduction of particulate matter
of biological fluids, mix-ups with other compounded sterile prepara-
tions, and direct contact of outside surfaces.

(D) Administration begins not later than one hour fol-
lowing the completion of preparing the compounded sterile prepara-
tion.

(E) When the compounded sterile preparations is not
administered by the person who prepared it, or its administration is
not witnessed by the person who prepared it, the compounded sterile
preparation shall bear a label listing patient identification information
such as name and identification number(s), the names and amounts of
all ingredients, the name or initials of the person who prepared the com-
pounded sterile preparation, and the exact 1-hour beyond-use time and
date.

(F) If administration has not begun within one hour fol-
lowing the completion of preparing the compounded sterile prepara-
tion, the compounded sterile preparation is promptly and safely dis-
carded. Immediate use compounded sterile preparations shall not be
stored for later use.

(G) Hazardous drugs shall not be prepared as immedi-
ate use compounded sterile preparations.

(4) Single-dose and multiple dose containers.

(A) Opened or needle punctured single-dose containers,
such as bags bottles, syringes, and vials of sterile products shall be used
within one hour if opened in worse than ISO Class 5 air quality. Any
remaining contents must be discarded.

(B) Single-dose containers, including single-dose large
volume parenteral solutions and single-dose vials, exposed to ISO
Class 5 or cleaner air may be used up to six hours after initial needle
puncture.

(C) Opened single-dose fusion sealed containers shall
not be stored for any time period.

(D) Multiple-dose containers may be used up to 28 days
after initial needle puncture unless otherwise specified by the manufac-
turer.

(5) Library. In addition to the library requirements of the
pharmacy's specific license classification, a pharmacy shall maintain
current or updated copies in hard-copy or electronic format of each of
the following:

(A) a reference text on injectable drug preparations,
such as Handbook on Injectable Drug Products;

(B) a specialty reference text appropriate for the scope
of pharmacy services provided by the pharmacy, e.g., if the pharmacy
prepares hazardous drugs, a reference text on the preparation of haz-
ardous drugs; and

(C) the United States Pharmacopeia/National Formu-
lary containing USP Chapter 71, Sterility Tests, USP Chapter 85,
Bacterial Endotoxins Test, Pharmaceutical Compounding--Nonsterile
Preparations, USP Chapter 795, USP Chapter 797, Pharmaceutical
Compounding--Sterile Preparations, and USP Chapter 1163, Quality
Assurance in Pharmaceutical Compounding; and

(D) any additional USP/NF chapters applicable to the
practice of the pharmacy (e.g., USP Chapter 800, Hazardous Drugs--
Handling in Healthcare Settings, USP Chapter 823, Positron Emission
Tomography Drugs for Compounding, Investigational, and Research
Uses).

(6) Environment. Compounding facilities shall be physi-
cally designed and environmentally controlled to minimize airborne
contamination from contacting critical sites.

(A) Low and Medium Risk Preparations. A pharmacy
that prepares low- and medium-risk preparations shall have a clean
room for the compounding of sterile preparations that is constructed
to minimize the opportunities for particulate and microbial contamina-
tion. The clean room shall:

(i) be clean, well lit, and of sufficient size to support
sterile compounding activities;

(i) be maintained at a temperature of 20 degrees
Celsius or cooler and at a humidity below 60% [a eemfortable tem-
perature {e.g; 20 degrees Celsius or cooler) allowing compounding
persennel to perform flawlessly when attired in the required aseptie
compounding garb];

(iii) be used only for the compounding of sterile

preparations;

(iv) be designed such that hand sanitizing and gown-
ing occurs outside the buffer area but allows hands-free access by com-
pounding personnel to the buffer area;

(v) have non-porous and washable floors or floor
covering to enable regular disinfection;

(vi) be ventilated in a manner to avoid disruption
from the HVAC system and room cross-drafts;

(vii) have walls, ceilings, floors, fixtures, shelving,
counters, and cabinets that are smooth, impervious, free from cracks
and crevices (e.g., coved), non-shedding and resistant to damage by
disinfectant agents;

(viii) have junctures of ceilings to walls coved or
caulked to avoid cracks and crevices;

(ix) have drugs and supplies stored on shelving areas
above the floor to permit adequate floor cleaning;
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(x) contain only the appropriate compounding sup-
plies and not be used for bulk storage for supplies and materials. Ob-
jects that shed particles shall not be brought into the clean room. A
Class B pharmacy may use low-linting absorbent materials in the pri-
mary engineering control device;

(xi) contain an ante-area that contains a sink with hot
and cold running water that enables hands-free use with a closed sys-
tem of soap dispensing to minimize the risk of extrinsic contamination.
A Class B pharmacy may have a sink with hot and cold running wa-
ter that enables hands-free use with a closed system of soap dispensing
immediately outside the ante-area if antiseptic hand cleansing is per-
formed using a waterless alcohol-based surgical hand scrub with per-
sistent activity following manufacturers' recommendations once inside
the ante-area; and

(xii) contain a buffer area. The following is applica-
ble for the buffer area.

(I) There shall be some demarcation designation
that delineates the ante-area from the buffer area. The demarcation
shall be such that it does not create conditions that could adversely
affect the cleanliness of the area.

(II) The buffer area shall be segregated from sur-
rounding, unclassified spaces to reduce the risk of contaminants being
blown, dragged, or otherwise introduced into the filtered unidirectional
airflow environment, and this segregation should be continuously mon-
itored.

(III) A buffer area that is not physically separated
from the ante-area shall employ the principle of displacement airflow as
defined in Chapter 797, Pharmaceutical Compounding--Sterile Prepa-
rations, of the USP/NF, with limited access to personnel.

(1IV)  The buffer area shall not contain sources of
water (i.e., sinks) or floor drains other than distilled or sterile water
introduced for facilitating the use of heat block wells for radiopharma-
ceuticals.

(B) High-risk Preparations.

(i) In addition to the requirements in subparagraph
(A) of this paragraph, when high-risk preparations are compounded,
the primary engineering control shall be located in a buffer area that
provides a physical separation, through the use of walls, doors and
pass-throughs and has a minimum differential positive pressure of 0.02
to 0.05 inches water column.

(it)  Presterilization procedures for high-risk level
compounded sterile preparations, such as weighing and mixing, shall
be completed in no worse than an ISO Class 8 environment.

(C) Automated compounding device.

(i) General. If automated compounding devices are
used, the pharmacy shall have a method to calibrate and verify the ac-
curacy of automated compounding devices used in aseptic processing
and document the calibration and verification on a daily basis, based
on the manufacturer's recommendations, and review the results at least
weekly.

(i) Loading bulk drugs into automated compound-
ing devices.

(I) Automated compounding device may be
loaded with bulk drugs only by a pharmacist or by pharmacy techni-
cians or pharmacy technician trainees under the direction and direct
supervision of a pharmacist.

(II) The label of an automated compounding de-
vice container shall indicate the brand name and strength of the drug;
or if no brand name, then the generic name, strength, and name of the
manufacturer or distributor.

(1II) Records of loading bulk drugs into an auto-

mated compounding device shall be maintained to show:

(-a-) name of the drug, strength, and dosage
form;

(-b-) manufacturer or distributor;

(-c-) manufacturer's lot number;

(-d-) manufacturer's expiration date;

(-e-) quantity added to the automated com-
pounding device;

(-f-) date of loading;

(-g-) name, initials, or electronic signature of
the person loading the automated compounding device; and

(-h-) name, initials, or electronic signature of
the responsible pharmacist.

(1V) The automated compounding device shall
not be used until a pharmacist verifies that the system is properly
loaded and affixes his or her signature or electronic signature to the
record specified in subclause (II) of this clause.

(D) Hazardous drugs. If the preparation is hazardous,
the following is also applicable.

(i) Hazardous drugs shall be prepared only under
conditions that protect personnel during preparation and storage.

(i) Hazardous drugs shall be stored separately from
other inventory in a manner to prevent contamination and personnel
exposure.

(iii)  All personnel involved in the compounding
of hazardous drugs shall wear appropriate protective apparel, such
as gowns, face masks, eye protection, hair covers, shoe covers or
dedicated shoes, and appropriate gloving at all times when handling
hazardous drugs, including receiving, distribution, stocking, invento-
rying, preparation, for administration and disposal.

(iv) Appropriate safety and containment techniques
for compounding hazardous drugs shall be used in conjunction with
aseptic techniques required for preparing sterile preparations.

(v) Disposal of hazardous waste shall comply with
all applicable local, state, and federal requirements.

(vi) Prepared doses of hazardous drugs must be dis-
pensed, labeled with proper precautions inside and outside, and dis-
tributed in a manner to minimize patient contact with hazardous agents.

(E) Blood-labeling procedures. When compounding
activities require the manipulation of a patient's blood-derived material
(e.g., radiolabeling a patient's or donor's white blood cells), the manip-
ulations shall be performed in a ISO Class 5 biological safety cabinet
located in a buffer area and shall be clearly separated from routine

material-handling procedures and equipment used in preparation
activities to avoid any cross-contamination. The preparations shall not
require sterilization.

(F) Cleaning and disinfecting the sterile compounding
areas. The following cleaning and disinfecting practices and frequen-
cies apply to direct and contiguous compounding areas, which include
ISO Class 5 compounding areas for exposure of critical sites as well as
buffer areas, ante-areas, and segregated compounding areas.

(i) The pharmacist-in-charge is responsible for de-
veloping written procedures for cleaning and disinfecting the direct
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and contiguous compounding areas and assuring the procedures are fol-
lowed.

(i) These procedures shall be conducted at the be-
ginning of each work shift, before each batch preparation is started,
when there are spills, and when surface contamination is known or sus-
pected resulting from procedural breaches, and every 30 minutes dur-
ing continuous compounding of individual compounded sterile prepa-
rations, unless a particular compounding procedure requires more than
30 minutes to complete, in which case, the direct compounding area is
to be cleaned immediately after the compounding activity is completed.

(iii) Before compounding is performed, all items
shall be removed from the direct and contiguous compounding areas
and all surfaces are cleaned by removing loose material and residue
from spills, followed by an application of a residue-free disinfecting
agent (e.g., IPA), which is allowed to dry before compounding begins.
In a Class B pharmacy, objects used in preparing sterile radiopharma-
ceuticals (e.g., dose calibrator) which cannot be reasonably removed
from the compounding area shall be sterilized with an application of a
residue-free disinfection agent.

(iv) Work surfaces in the buffer areas and ante-areas,
as well as segregated compounding areas, shall be cleaned and disin-
fected at least daily. Dust and debris shall be removed when necessary
from storage sites for compounding ingredients and supplies using a
method that does not degrade the ISO Class 7 or 8 air quality.

(v) Floors in the buffer area, ante-area, and segre-
gated compounding area are cleaned by mopping with a cleaning and
disinfecting agent at least once daily when no aseptic operations are
in progress. Mopping shall be performed by trained personnel using
approved agents and procedures described in the written SOPs. It is
incumbent on compounding personnel to ensure that such cleaning is
performed properly.

(vi) In the buffer area, ante-area, and segregated
compounding area, walls, ceilings, and shelving shall be cleaned
and disinfected monthly. Cleaning and disinfecting agents shall be
used with careful consideration of compatibilities, effectiveness, and
inappropriate or toxic residues.

(vii)  All cleaning materials, such as wipers, sponges,
and mops, shall be non-shedding, and dedicated to use in the buffer
area, ante-area, and segregated compounding areas and shall not be
removed from these areas except for disposal. Floor mops may be used
in both the buffer area and ante-area, but only in that order. If cleaning
materials are reused, procedures shall be developed that ensure that the
effectiveness of the cleaning device is maintained and that repeated use
does not add to the bio-burden of the area being cleaned.

(viii) Supplies and equipment removed from ship-
ping cartons must be wiped with a disinfecting agent, such as sterile
IPA. After the disinfectant is sprayed or wiped on a surface to be disin-
fected, the disinfectant shall be allowed to dry, during which time the
item shall not be used for compounding purposes. However, if sterile
supplies are received in sealed pouches, the pouches may be removed
as the supplies are introduced into the ISO Class 5 area without the
need to disinfect the individual sterile supply items. No shipping or
other external cartons may be taken into the buffer area or segregated
compounding area.

(ix) Storage shelving emptied of all supplies, walls,
and ceilings are cleaned and disinfected at planned intervals, monthly,
if not more frequently.

(x) Cleaning must be done by personnel trained in
appropriate cleaning techniques.

(xi) Proper documentation and frequency of clean-
ing must be maintained and shall contain the following:

() date and time of cleaning;
(1I) type of cleaning performed; and

(IlI) name of individual who performed the
cleaning.

(G) Security requirements. The pharmacist-in-charge
may authorize personnel to gain access to that area of the pharmacy
containing dispensed sterile preparations, in the absence of the phar-
macist, for the purpose of retrieving dispensed prescriptions to deliver
to patients. If the pharmacy allows such after-hours access, the area
containing the dispensed sterile preparations shall be an enclosed and
lockable area separate from the area containing undispensed prescrip-
tion drugs. A list of the authorized personnel having such access shall
be in the pharmacy's policy and procedure manual.

(H) Storage requirements and beyond-use dating.

(i) Storage requirements. All drugs shall be stored at
the proper temperature and conditions, as defined in the USP/NF and
in §291.15 of this title (relating to Storage of Drugs).

(i) Beyond-use dating.

(I) Beyond-use dates for compounded sterile prepara-
tions shall be assigned based on professional experience, which shall
include careful interpretation of appropriate information sources for the
same or similar formulations.

(I) Beyond-use dates for compounded sterile prepara-
tions that are prepared strictly in accordance with manufacturers' prod-
uct labeling must be those specified in that labeling, or from appropriate
literature sources or direct testing.

(IIT) When assigning a beyond-use date, compounding
personnel shall consult and apply drug-specific and general stability
documentation and literature where available, and they should consider
the nature of the drug and its degradation mechanism, the container in
which it is packaged, the expected storage conditions, and the intended
duration of therapy.

(IV) The sterility and storage and stability beyond-use
date for attached and activated container pairs of drug products for in-
travascular administration shall be applied as indicated by the manu-
facturer.

(7) Primary engineering control device. The pharmacy
shall prepare sterile preparations in a primary engineering control
device (PEC), such as a laminar air flow hood, biological safety
cabinet, compounding aseptic isolator (CAI), or compounding aseptic
containment isolator (CACI) which is capable of maintaining at least
ISO Class 5 conditions for 0.5 micrometer particles while compound-
ing sterile preparations.

(A) Laminar air flow hood. If the pharmacy is using a
laminar air flow hood as its PEC, the laminar air flow hood shall:

(i) be located in the buffer area and placed in the
buffer area in a manner as to avoid conditions that could adversely af-
fect its operation such as strong air currents from opened doors, person-
nel traffic, or air streams from the heating, ventilating and air condition
system;

(ii)  be certified by a qualified independent contractor
according to the appropriate Controlled Environment Testing Associ-
ation (CETA) standard (CAG-003-2006) for operational efficiency at
least every six months and whenever the device or room is relocated or
altered or major service to the facility is performed;
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(iii) have pre-filters inspected periodically and re-
placed as needed, in accordance with written policies and procedures
and the manufacturer's specification, and the inspection and/or replace-
ment date documented; and

(iv) be located in a buffer area that has a minimum
differential positive pressure of 0.02 to 0.05 inches water column. A
buffer area that is not physically separated from the ante-area shall em-
ploy the principle of displacement airflow as defined in Chapter 797,
Pharmaceutical Compounding--Sterile Preparations, of the USP/NF,
with limited access to personnel.

(B) Biological safety cabinet.

(i) If the pharmacy is using a biological safety cab-
inet as its PEC for the preparation of hazardous sterile compounded
preparations, the biological safety cabinet shall be a Class I or III ver-
tical flow biological safety cabinet located in an ISO Class 7 area that is
physically separated from other preparation areas. The area for prepa-
ration of sterile chemotherapeutic preparations shall:

(I) have not less than 0.01 inches water column
negative pressure to the adjacent positive pressure ISO Class 7 or better
ante-area; and

(II) have a pressure indicator that can be readily
monitored for correct room pressurization.

(i) Pharmacies that prepare a low volume of haz-
ardous drugs, are not required to comply with the provisions of clause
(i) of this subparagraph if the pharmacy uses a device that provides two
tiers of containment (e.g., closed-system vial transfer device within a
BSC or CACI that is located in a non-negative pressure room).

(iii)  Ifthe pharmacy is using a biological safety cabi-
net as its PEC for the preparation of non-hazardous sterile compounded
preparations, the biological safety cabinet shall:

(I) be located in the buffer area and placed in the
buffer area in a manner as to avoid conditions that could adversely af-
fect its operation such as strong air currents from opened doors, person-
nel traffic, or air streams from the heating, ventilating and air condition
system;

(1l) be certified by a qualified independent con-
tractor according to the International Organization of Standardization
(ISO) Classification of Particulate Matter in Room Air (ISO 14644-1)
for operational efficiency at least every six months and whenever the
device or room is relocated or altered or major service to the facility
is performed, in accordance with the manufacturer's specifications and
test procedures specified in the Institute of Environmental Sciences and
Technology (IEST) document IEST-RP-CC002.3;

(III) have pre-filters inspected periodically and
replaced as needed, in accordance with written policies and procedures
and the manufacturer's specification, and the inspection and/or replace-
ment date documented; and

(IV)  be located in a buffer area that has a mini-
mum differential positive pressure of 0.02 to 0.05 inches water column.

(C) Compounding aseptic isolator.

(i) If the pharmacy is using a compounding aseptic
isolator (CALl) as its PEC, the CAI shall provide unidirectional airflow
within the main processing and antechambers, and be placed in an ISO
Class 7 buffer area unless the isolator meets all of the following con-
ditions:

(1) The isolator must provide isolation from the
room and maintain ISO Class 5 during dynamic operating conditions

including transferring ingredients, components, and devices into and
out of the isolator and during preparation of compounded sterile prepa-
rations.

(II) Particle counts sampled approximately 6 to
12 inches upstream of the critical exposure site must maintain ISO
Class 5 levels during compounding operations.

(1II) The CAI must be validated according to
CETA CAG-002-2006 standards.

(IV) The pharmacy shall maintain documenta-
tion from the manufacturer that the isolator meets this standard when
located in worse than ISO Class 7 environments.

(ii) If the isolator meets the requirements in clause
(i) of this subparagraph, the CAI may be placed in a non-ISO classified
area of the pharmacy; however, the area shall be segregated from other
areas of the pharmacy and shall:

(I) be clean, well lit, and of sufficient size;

(1I) be used only for the compounding of low-
and medium-risk, non-hazardous sterile preparations;

(III) be located in an area of the pharmacy with
non-porous and washable floors or floor covering to enable regular dis-
infection; and

(IV) be an area in which the CAl is placed in a
manner as to avoid conditions that could adversely affect its operation.

(iii) In addition to the requirements specified in
clauses (i) and (ii) of this subparagraph, if the CAI is used in the
compounding of high-risk non-hazardous preparations, the CAI shall
be placed in an area or room with at least ISO § quality air so that
high-risk powders weighed in at least ISO-8 air quality conditions,
compounding utensils for measuring and other compounding equip-
ment are not exposed to lesser air quality prior to the completion of
compounding and packaging of the high-risk preparation.

(D) Compounding aseptic containment isolator.

(i) If the pharmacy is using a compounding asep-
tic containment isolator as its PEC for the preparation of low- and
medium-risk hazardous drugs, the CACI shall be located in a separate
room away from other areas of the pharmacy and shall:

(I) provide at least 0.01 inches water column
negative pressure compared to the other areas of the pharmacy;

(II) provide unidirectional airflow within the

main processing and antechambers, and be placed in an ISO Class 7
buffer area, unless the CACI meets all of the following conditions.

(-a-) The isolator must provide isolation from
the room and maintain ISO Class 5 during dynamic operating condi-
tions including transferring ingredients, components, and devices into
and out of the isolator and during preparation of compounded sterile
preparations.

(-b-) Particle counts sampled approximately
6 to 12 inches upstream of the critical exposure site must maintain [SO
Class 5 levels during compounding operations.

(-c-) The CACI must be validated according
to CETA CAG-002-2006 standards.

(-d-) The pharmacy shall maintain documen-
tation from the manufacturer that the isolator meets this standard when
located in worse than ISO Class 7 environments.

(i) 1If the CACI meets all conditions specified in
clause (i) of this subparagraph, the CACI shall not be located in the
same room as a CAI, but shall be located in a separate room in the
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pharmacy, that is not required to maintain ISO classified air. The room
in which the CACI is located shall provide a minimum of 0.01 inches
water column negative pressure compared with the other areas of the
pharmacy and shall meet the following requirements:

(1) be clean, well lit, and of sufficient size;

(II) be maintained at a temperature of 20 degrees
Celsius or cooler and a humidity below 60% [eemfertable temperature
(e-g; 20 degrees Celsius or cooler) allowing compounding personnel
to perform flawlessly when attired in the required aseptic compounding
garb];

(III) be used only for the compounding of haz-
ardous sterile preparations;

(IV) be located in an area of the pharmacy with
walls, ceilings, floors, fixtures, shelving, counters, and cabinets that are
smooth, impervious, free from cracks and crevices, non-shedding and
resistant to damage by disinfectant agents; and

(V) have non-porous and washable floors or floor
covering to enable regular disinfection.

(iii)  Ifthe CAClis used in the compounding of high-
risk hazardous preparations, the CACI shall be placed in an area or
room with at least ISO 8 quality air so that high-risk powders, weighed
in at least ISO-8 air quality conditions, are not exposed to lesser air
quality prior to the completion of compounding and packaging of the
high-risk preparation.

(8) Additional Equipment and Supplies. Pharmacies com-
pounding sterile preparations shall have the following equipment and
supplies:

(A) acalibrated system or device (i.e., thermometer) to
monitor the temperature to ensure that proper storage requirements are
met, if sterile preparations are stored in the refrigerator;

(B) a calibrated system or device to monitor the tem-
perature where bulk chemicals are stored;

(C) a temperature-sensing mechanism suitably placed
in the controlled temperature storage space to reflect accurately the true
temperature;

(D) ifapplicable, a Class A prescription balance, or an-
alytical balance and weights. Such balance shall be properly main-
tained and subject to periodic inspection by the Texas State Board of
Pharmacy;

(E) equipment and utensils necessary for the proper
compounding of sterile preparations. Such equipment and utensils
used in the compounding process shall be:

(i) of appropriate design, appropriate capacity, and
be operated within designed operational limits;

(ii) of suitable composition so that surfaces that con-
tact components, in-process material, or drug products shall not be re-
active, additive, or absorptive so as to alter the safety, identity, strength,
quality, or purity of the drug preparation beyond the desired result;

(iii)  cleaned and sanitized immediately prior to and
after each use; and

(iv) routinely inspected, calibrated (if necessary), or
checked to ensure proper performance;

(F) appropriate disposal containers for used needles, sy-
ringes, etc., and if applicable, hazardous waste from the preparation of
hazardous drugs and/or biohazardous waste;

(G) appropriate packaging or delivery containers to
maintain proper storage conditions for sterile preparations;

(H) infusion devices, if applicable; and
(I) all necessary supplies, including:

(i) disposable needles, syringes, and other supplies
for aseptic mixing;

(ii) disinfectant cleaning solutions;
(iii)  sterile 70% isopropyl alcohol;

(iv) sterile gloves, both for hazardous and non-haz-
ardous drug compounding;

(v) sterile alcohol-based or water-less alcohol based
surgical scrub;

(vi) hand washing agents with bactericidal action;
(vii) disposable, lint free towels or wipes;

(viii)
(ix) hazardous spill kits, if applicable; and

appropriate filters and filtration equipment;

(x) masks, caps, coveralls or gowns with tight cuffs,
shoe covers, and gloves, as applicable.

(9) Labeling.

(A) Prescription drug or medication orders. In addition
to the labeling requirements for the pharmacy's specific license clas-
sification, the label dispensed or distributed pursuant to a prescription
drug or medication order shall contain the following:

(i) the generic name(s) or the official name(s) of the
principal active ingredient(s) of the compounded sterile preparation;

(it) for outpatient prescription orders other than
sterile radiopharmaceuticals, a statement that the compounded sterile
preparation has been compounded by the pharmacy. (An auxiliary
label may be used on the container to meet this requirement);

(iii) a beyond-use date. The beyond-use date shall
be determined as outlined in Chapter 797, Pharmacy Compounding--
Sterile Preparations of the USP/NF, and paragraph (7)(G) of this sub-
section;

(B) Batch. If the sterile preparation is compounded in
a batch, the following shall also be included on the batch label:

(i) unique lot number assigned to the batch;
(ii) quantity;

(iii) appropriate ancillary instructions, such as stor-
age instructions or cautionary statements, including hazardous drug
warning labels where appropriate; and

(iv)  device-specific instructions, where appropriate.

(C) Pharmacy bulk package. The label of a pharmacy
bulk package shall:

(i) state prominently "Pharmacy Bulk Package--Not
for Direct Infusion;"

(i) contain or refer to information on proper tech-
niques to help ensure safe use of the preparation; and

(iii) bear a statement limiting the time frame in
which the container may be used once it has been entered, provided it
is held under the labeled storage conditions.
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(10)  Written drug information for prescription drug orders
only. Written information about the compounded preparation or its ma-
jor active ingredient(s) shall be given to the patient at the time of dis-
pensing a prescription drug order. A statement which indicates that the
preparation was compounded by the pharmacy must be included in this
written information. Ifthere is no written information available, the pa-
tient shall be advised that the drug has been compounded and how to
contact a pharmacist, and if appropriate, the prescriber, concerning the
drug. This paragraph does not apply to the preparation of radiophar-
maceuticals.

(11) Pharmaceutical Care Services. In addition to the
pharmaceutical care requirements for the pharmacy's specific license
classification, the following requirements for sterile preparations
compounded pursuant to prescription drug orders must be met. This
paragraph does not apply to the preparation of radiopharmaceuticals.

(A) Primary provider. There shall be a designated
physician primarily responsible for the patient's medical care. There
shall be a clear understanding between the physician, the patient, and
the pharmacy of the responsibilities of each in the areas of the delivery
of care, and the monitoring of the patient. This shall be documented in
the patient medication record (PMR).

(B) Patient training. The pharmacist-in-charge shall de-
velop policies to ensure that the patient and/or patient's caregiver re-
ceives information regarding drugs and their safe and appropriate use,
including instruction when applicable, regarding:

(i) appropriate disposition of hazardous solutions
and ancillary supplies;

(ii) proper disposition of controlled substances in
the home;

(iii)  self-administration of drugs, where appropriate;

(iv) emergency procedures, including how to con-
tact an appropriate individual in the event of problems or emergencies
related to drug therapy; and

(v) if the patient or patient's caregiver prepares ster-
ile preparations in the home, the following additional information shall
be provided:

(I) safeguards against microbial contamination,
including aseptic techniques for compounding intravenous admixtures
and aseptic techniques for injecting additives to premixed intravenous
solutions;

(1I) appropriate storage methods, including stor-
age durations for sterile pharmaceuticals and expirations of self-mixed
solutions;

(I1I) handling and disposition of premixed and
self-mixed intravenous admixtures; and

(1V)  proper disposition of intravenous admixture
compounding supplies such as syringes, vials, ampules, and intra-
venous solution containers.

(C) Pharmacist-patient relationship. It is imperative
that a pharmacist-patient relationship be established and maintained
throughout the patient's course of therapy. This shall be documented
in the patient's medication record (PMR).

(D) Patient monitoring. The pharmacist-in-charge shall
develop policies to ensure that:

(i) the patient's response to drug therapy is moni-
tored and conveyed to the appropriate health care provider;

(ii)  the first dose of any new drug therapy is admin-
istered in the presence of an individual qualified to monitor for and
respond to adverse drug reactions; and

(iii) reports of adverse events with a compounded
sterile preparation are reviewed promptly and thoroughly to correct and
prevent future occurrences.

(12) Drugs, components, and materials used in sterile com-
pounding.

(A) Drugs used in sterile compounding shall be a
USP/NF grade substances manufactured in an FDA-registered facility.

(B) If USP/NF grade substances are not available shall
be of a chemical grade in one of the following categories:

(i) Chemically Pure (CP);

(i) Analytical Reagent (AR);

(iii)  American Chemical Society (ACS); or
(iv) Food Chemical Codex.

(C) If a drug, component or material is not purchased
from a FDA-registered facility, the pharmacist shall establish purity
and stability by obtaining a Certificate of Analysis from the supplier
and the pharmacist shall compare the monograph of drugs in a similar
class to the Certificate of Analysis.

(D) All components shall:
(i) bemanufactured in an FDA-registered facility; or

(ii) in the professional judgment of the pharmacist,
be of high quality and obtained from acceptable and reliable alternative
sources; and

(iii)  stored in properly labeled containers in a clean,
dry area, under proper temperatures.

(E) Drug preparation containers and closures shall not
be reactive, additive, or absorptive so as to alter the safety, identity,
strength, quality, or purity of the compounded drug preparation beyond
the desired result.

(F) Components, drug preparation containers, and clo-
sures shall be rotated so that the oldest stock is used first.

(G) Container closure systems shall provide adequate
protection against foreseeable external factors in storage and use that
can cause deterioration or contamination of the compounded drug
preparation.

(H) A pharmacy may not compound a preparation that
contains ingredients appearing on a federal Food and Drug Adminis-
tration list of drug products withdrawn or removed from the market for
safety reasons.

(13) Compounding process.

(A) Standard operating procedures (SOPs). All signif-
icant procedures performed in the compounding area shall be covered
by written SOPs designed to ensure accountability, accuracy, quality,
safety, and uniformity in the compounding process. At a minimum,
SOPs shall be developed and implemented for:

(i) the facility;
(i) equipment;
(iii) personnel;

(iv) preparation evaluation;
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(v) quality assurance;
(vi) preparation recall;
(vii) packaging; and
(viii)
(B) USP/NF. Any compounded formulation with an of-

ficial monograph in the USP/NF shall be compounded, labeled, and
packaged in conformity with the USP/NF monograph for the drug.

storage of compounded sterile preparations.

(C) Personnel Cleansing and Garbing.

(i) Any person with an apparent illness or open le-
sion, including rashes, sunburn, weeping sores, conjunctivitis, and ac-
tive respiratory infection, that may adversely affect the safety or quality
of a drug preparation being compounded shall be excluded from work-
ing in ISO Class 5, ISO Class 7, and ISO Class 8 compounding areas
until the condition is remedied.

(i) Before entering the buffer area, compounding
personnel must remove the following:

(I) personal outer garments (e.g., bandanas,
coats, hats, jackets, scarves, sweaters, vests);

(1) all cosmetics, because they shed flakes and
particles; and

(1I1) all hand, wrist, and other body jewelry or
piercings (e.g., earrings, lip or eyebrow piercings) that can interfere
with the effectiveness of personal protective equipment (e.g., fit of
gloves and cuffs of sleeves).

(iii) The wearing of artificial nails or extenders is
prohibited while working in the sterile compounding environment.
Natural nails shall be kept neat and trimmed.

(iv) Personnel shall don personal protective equip-
ment and perform hand hygiene in an order that proceeds from the dirt-
iest to the cleanest activities as follows:

() Activities considered the dirtiest include don-
ning of dedicated shoes or shoe covers, head and facial hair covers (e.g.,
beard covers in addition to face masks), and face mask/eye shield. Eye
shields are optional unless working with irritants like germicidal disin-
fecting agents or when preparing hazardous drugs.

(II)  After donning dedicated shoes or shoe cov-
ers, head and facial hair covers, and face masks, personnel shall per-
form a hand hygiene procedure by removing debris from underneath
fingernails using a nail cleaner under running warm water followed
by vigorous hand washing. Personnel shall begin washing arms at the
hands and continue washing to elbows for at least 30 seconds with ei-
ther a plain (non-antimicrobial) soap, or antimicrobial soap, and water
while in the ante-area. Hands and forearms to the elbows shall be com-
pletely dried using lint-free disposable towels, an electronic hands-free
hand dryer, or a HEPA filtered hand dryer.

(III)  After completion of hand washing, person-
nel shall don clean non-shedding gowns with sleeves that fit snugly
around the wrists and enclosed at the neck.

(1V) Once inside the buffer area or segregated
compounding area, and prior to donning sterile powder-free gloves,
antiseptic hand cleansing shall be performed using a waterless alco-
hol-based surgical hand scrub with persistent activity following manu-
facturers' recommendations. Hands shall be allowed to dry thoroughly
before donning sterile gloves.

(V) Sterile gloves that form a continuous barrier
with the gown shall be the last item donned before compounding be-

gins. Sterile gloves shall be donned using proper technique to en-
sure the sterility of the glove is not compromised while donning. The
cuff of the sterile glove shall cover the cuff of the gown at the wrist.
When preparing hazardous preparations, the compounder shall dou-
ble glove or shall use single gloves ensuring that the gloves are sterile
powder-free chemotherapy-rated gloves. Routine application of sterile
70% IPA shall occur throughout the compounding day and whenever
non-sterile surfaces are touched.

(v)  When compounding personnel shall temporarily
exit the buffer area during a work shift, the exterior gown, if not visibly
soiled, may be removed and retained in the ante-area, to be re-donned
during that same work shift only. However, shoe covers, hair and fa-
cial hair covers, face mask/eye shield, and gloves shall be replaced
with new ones before re-entering the buffer area along with perform-
ing proper hand hygiene.

(vi) During high-risk compounding activities that
precede terminal sterilization, such as weighing and mixing of
non-sterile ingredients, compounding personnel shall be garbed and
gloved the same as when performing compounding in an ISO Class
5 environment. Properly garbed and gloved compounding personnel
who are exposed to air quality that is either known or suspected to be
worse than ISO Class 7 shall re-garb personal protective equipment
along with washing their hands properly, performing antiseptic hand
cleansing with a sterile 70% IPA-based or another suitable sterile
alcohol-based surgical hand scrub, and donning sterile gloves upon
re-entering the ISO Class 7 buffer area.

(vii)  When compounding aseptic isolators or com-
pounding aseptic containment isolators are the source of the ISO Class
5 environment, at the start of each new compounding procedure, a new
pair of sterile gloves shall be donned within the CAI or CACI. In ad-
dition, the compounding personnel should follow the requirements as
specified in this subparagraph, unless the isolator manufacturer can
provide written documentation based on validated environmental test-
ing that any components of personal protective equipment or cleansing
are not required.

(14)  Quality Assurance.

(A) Initial Formula Validation. Prior to routine com-
pounding of a sterile preparation, a pharmacy shall conduct an evalua-
tion that shows that the pharmacy is capable of compounding a prepa-
ration that is sterile and that contains the stated amount of active ingre-
dient(s).

(i) Low risk preparations.

(1) Quality assurance practices include, but are
not limited to the following:

(-a-) Routine disinfection and air quality test-
ing of the direct compounding environment to minimize microbial sur-
face contamination and maintain ISO Class 5 air quality.

(-b-) Visual confirmation that compounding
personnel are properly donning and wearing appropriate items and
types of protective garments and goggles.

(-c-) Review of all orders and packages of in-
gredients to ensure that the correct identity and amounts of ingredients
were compounded.

(-d-) Visual inspection of compounded sterile
preparations, except for sterile radiopharmaceuticals, to ensure the ab-
sence of particulate matter in solutions, the absence of leakage from
vials and bags, and the accuracy and thoroughness of labeling.

(II) Example of a Media-Fill Test Procedure.
This, or an equivalent test, is performed at least annually by each
person authorized to compound in a low-risk level under conditions
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that closely simulate the most challenging or stressful conditions en-
countered during compounding of low-risk level sterile preparations.
Once begun, this test is completed without interruption within an
ISO Class 5 air quality environment. Three sets of four S-milliliter
aliquots of sterile Soybean-Casein Digest Medium are transferred with
the same sterile 10-milliliter syringe and vented needle combination
into separate sealed, empty, sterile 30-milliliter clear vials (i.e., four
S-milliliter aliquots into each of three 30-milliliter vials). Sterile
adhesive seals are aseptically affixed to the rubber closures on the
three filled vials. The vials are incubated within a range of 20 - 35
degrees Celsius for a minimum of 14 days. Failure is indicated by
visible turbidity in the medium on or before 14 days. The media-fill
test must include a positive-control sample.

(ii) Medium risk preparations.

(1) Quality assurance procedures for medium-
risk level compounded sterile preparations include all those for
low-risk level compounded sterile preparations, as well as a more
challenging media-fill test passed annually, or more frequently.

(II) Example of a Media-Fill Test Procedure.
This, or an equivalent test, is performed at least annually under
conditions that closely simulate the most challenging or stressful
conditions encountered during compounding. This test is completed
without interruption within an ISO Class 5 air quality environment.
Six 100-milliliter aliquots of sterile Soybean-Casein Digest Medium
are aseptically transferred by gravity through separate tubing sets
into separate evacuated sterile containers. The six containers are then
arranged as three pairs, and a sterile 10-milliliter syringe and 18-gauge
needle combination is used to exchange two S-milliliter aliquots of
medium from one container to the other container in the pair. For
example, after a 5-milliliter aliquot from the first container is added
to the second container in the pair, the second container is agitated for
10 seconds, then a 5-milliliter aliquot is removed and returned to the
first container in the pair. The first container is then agitated for 10
seconds, and the next 5-milliliter aliquot is transferred from it back to
the second container in the pair. Following the two 5-milliliter aliquot
exchanges in each pair of containers, a 5-milliliter aliquot of medium
from each container is aseptically injected into a sealed, empty, sterile
10-milliliter clear vial, using a sterile 10-milliliter syringe and vented
needle. Sterile adhesive seals are aseptically affixed to the rubber
closures on the three filled vials. The vials are incubated within a
range of 20 - 35 degrees Celsius for a minimum of 14 days. Failure is
indicated by visible turbidity in the medium on or before 14 days. The
media-fill test must include a positive-control sample.

(iii) High risk preparations.

(I) Procedures for high-risk level compounded
sterile preparations include all those for low-risk level compounded
sterile preparations. In addition, a media-fill test that represents
high-risk level compounding is performed twice a year by each
person authorized to compound high-risk level compounded sterile
preparations.

(1) Example of a Media-Fill Test Procedure
Compounded Sterile Preparations Sterilized by Filtration. This test,
or an equivalent test, is performed under conditions that closely sim-
ulate the most challenging or stressful conditions encountered when
compounding high-risk level compounded sterile preparations. Note:
Sterility tests for autoclaved compounded sterile preparations are not
required unless they are prepared in batches of more than 25 units.
This test is completed without interruption in the following sequence:
(-a-) Dissolve 3 grams of non-sterile com-
mercially available Soybean-Casein Digest Medium in 100 milliliters
of non-bacteriostatic water to make a 3% non-sterile solution.

(-b-) Draw 25 milliliters of the medium into
each of three 30-milliliter sterile syringes. Transfer 5 milliliters from
each syringe into separate sterile 10-milliliter vials. These vials are the
positive controls to generate exponential microbial growth, which is
indicated by visible turbidity upon incubation.

(-c-) Under aseptic conditions and using
aseptic techniques, affix a sterile 0.2-micron porosity filter unit and a
20-gauge needle to each syringe. Inject the next 10 milliliters from
each syringe into three separate 10-milliliter sterile vials. Repeat the
process for three more vials. Label all vials, affix sterile adhesive
seals to the closure of the nine vials, and incubate them at 20 to 35
degrees Celsius for a minimum of 14 days. Inspect for microbial
growth over 14 days as described in Chapter 797 Pharmaceutical
Compounding--Sterile Preparations, of the USP/NF.

(1I1) Filter Integrity Testing. Filters need to un-
dergo testing to evaluate the integrity of filters used to sterilize high-risk
preparations, such as Bubble Point Testing or comparable filter in-
tegrity testing. Such testing is not a replacement for sterility testing
and shall not be interpreted as such. Such test shall be performed after
a sterilization procedure on all filters used to sterilize each high-risk
preparation or batch preparation and the results documented. The re-
sults should be compared with the filter manufacturer's specification for
the specific filter used. If a filter fails the integrity test, the preparation
or batch must be sterilized again using new unused filters.

(B) Finished preparation release checks and tests.

(i)  All high-risk level compounded sterile prepara-
tions that are prepared in groups of more than 25 identical individual
single-dose packages (such as ampuls, bags, syringes, and vials), or in
multiple dose vials for administration to multiple patients, or are ex-
posed longer than 12 hours at 2 - 8 degrees Celsius and longer than
six hours at warmer than 8 degrees Celsius before they are sterilized
shall be tested to ensure they are sterile and do not contain excessive
bacterial endotoxins as specified in Chapter 71, Sterility Tests of the
USP/NF before being dispensed or administered.

(i)  All compounded sterile preparations, except for
sterile radiopharmaceuticals, that are intended to be solutions must be
visually examined for the presence of particulate matter and not admin-
istered or dispensed when such matter is observed.

(iii) The prescription drug and medication orders,
written compounding procedure, preparation records, and expended
materials used to make compounded sterile preparations at all contam-
ination risk levels shall be inspected for accuracy of correct identities
and amounts of ingredients, aseptic mixing and sterilization, packag-
ing, labeling, and expected physical appearance before they are dis-
pensed or administered.

(iv) Written procedures for checking compounding
accuracy shall be followed for every compounded sterile preparation
during preparation, in accordance with pharmacy's policies and proce-
dures, and immediately prior to release, including label accuracy and
the accuracy of the addition of all drug products or ingredients used
to prepare the finished preparation and their volumes or quantities. A
pharmacist shall ensure that components used in compounding are ac-
curately weighed, measured, or subdivided as appropriate to conform
to the formula being prepared.

(C) Environmental Testing.

(i) Viable and nonviable environmental sampling
testing. Environmental sampling shall occur, at a minimum, every six
months as part of a comprehensive quality management program and
under any of the following conditions:
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(1) as part of the commissioning and certification
of new facilities and equipment;

(1l) following any servicing of facilities and
equipment;

(II)  as part of the re-certification of facilities and
equipment;

(IV) in response to identified problems with end
products or staff technique; or

(V) in response to issues with compounded ster-
ile preparations, observed compounding personnel work practices, or
patient-related infections (where the compounded sterile preparation is
being considered as a potential source of the infection).

(ii)  Total particle counts. Certification that each ISO
classified area (e.g., ISO Class 5, 7, and 8), is within established guide-
lines shall be performed no less than every six months and whenever
the equipment is relocated or the physical structure of the buffer area
or ante-area has been altered. All certification records shall be main-
tained and reviewed to ensure that the controlled environments com-
ply with the proper air cleanliness, room pressures, and air changes per
hour. Testing shall be performed by qualified operators using current,
state-of-the-art equipment, with results of the following:

(I) 1SO Class 5 - not more than 3520 particles 0.5
micrometer and larger size per cubic meter of air;

(II) 1ISO Class 7 - not more than 352,000 particles
of 0.5 micrometer and larger size per cubic meter of air for any buffer
area; and

(11) 1SO Class 8 - not more than 3,520,000 par-
ticles of 0.5 micrometer and larger size per cubic meter of air for any
ante-area.

(iii) Pressure differential monitoring. A pressure
gauge or velocity meter shall be installed to monitor the pressure
differential or airflow between the buffer area and the ante-area
and between the ante-area and the general environment outside the
compounding area. The results shall be reviewed and documented on
a log at least every work shift (minimum frequency shall be at least
daily) or by a continuous recording device. The pressure between the
ISO Class 7 or ISO Class 8 and the general pharmacy area shall not be
less than 0.02 inch water column.

(iv) Sampling plan. An appropriate environmental
sampling plan shall be developed for airborne viable particles based on
a risk assessment of compounding activities performed. Selected sam-
pling sites shall include locations within each ISO Class 5 environment
and in the ISO Class 7 and 8 areas and in the segregated compounding
areas at greatest risk of contamination. The plan shall include sam-
ple location, method of collection, frequency of sampling, volume of
air sampled, and time of day as related to activity in the compounding
area and action levels.

(v) Viable air sampling. Evaluation of airborne mi-
croorganisms using volumetric collection methods in the controlled air
environments shall be performed by properly trained individuals for all
compounding risk levels. For low-, medium-, and high-risk level com-
pounding, air sampling shall be performed at locations that are prone to
contamination during compounding activities and during other activi-
ties such as staging, labeling, gowning, and cleaning. Locations shall
include zones of air backwash turbulence within the laminar airflow
workbench and other areas where air backwash turbulence may enter
the compounding area. For low-risk level compounded sterile prepa-
rations within 12-hour or less beyond-use-date prepared in a primary
engineering control that maintains an ISO Class 5, air sampling shall

be performed at locations inside the ISO Class 5 environment and other
areas that are in close proximity to the ISO Class 5 environment during
the certification of the primary engineering control.

(vi) Air sampling frequency and process. Air sam-
pling shall be performed at least every 6 months as a part of the re-certi-
fication of facilities and equipment. A sufficient volume of air shall be
sampled and the manufacturer's guidelines for use of the electronic air
sampling equipment followed. At the end of the designated sampling
or exposure period for air sampling activities, the microbial growth me-
dia plates are recovered and their covers secured and they are inverted
and incubated at a temperature and for a time period conducive to mul-
tiplication of microorganisms. Sampling data shall be collected and
reviewed on a periodic basis as a means of evaluating the overall con-
trol of the compounding environment. If an activity consistently shows
elevated levels of microbial growth, competent microbiology person-
nel shall be consulted.

(vii) Compounding accuracy checks. Written proce-
dures for checking compounding accuracy shall be followed for every
compounded sterile preparation during preparation and immediately
prior to release, including label accuracy and the accuracy of the ad-
dition of all drug products or ingredients used to prepare the finished
preparation and their volumes or quantities. At each step of the com-
pounding process, the pharmacist shall ensure that components used in
compounding are accurately weighed, measured, or subdivided as ap-
propriate to conform to the formula being prepared.

(15) Quality control.

(A) Quality control procedures. The pharmacy shall
follow established quality control procedures to monitor the com-
pounding environment and quality of compounded drug preparations
for conformity with the quality indicators established for the prepara-
tion. When developing these procedures, pharmacy personnel shall
consider the provisions of USP Chapter 71, Sterility Tests, USP
Chapter 85, Bacterial Endotoxins Test, Pharmaceutical Compound-
ing-Non-sterile Preparations, USP Chapter 795, USP Chapter 797,
Pharmaceutical Compounding--Sterile Preparations, USP Chapter
800, Hazardous Drugs--Handling in Healthcare Settings, USP Chapter
823, Positron Emission Tomography Drugs for Compounding, Inves-
tigational, and Research Uses, USP Chapter 1160, Pharmaceutical
Calculations in Prescription Compounding, and USP Chapter 1163,
Quality Assurance in Pharmaceutical Compounding of the current
USP/NF. Such procedures shall be documented and be available for
inspection.

(B) Verification of compounding accuracy and sterility.

(i) The accuracy of identities, concentrations,
amounts, and purities of ingredients in compounded sterile prepara-
tions shall be confirmed by reviewing labels on packages, observing
and documenting correct measurements with approved and correctly
standardized devices, and reviewing information in labeling and
certificates of analysis provided by suppliers.

(ii) Ifthe correct identity, purity, strength, and steril-
ity of ingredients and components of compounded sterile preparations
cannot be confirmed such ingredients and components shall be dis-
carded immediately. Any compounded sterile preparation that fails
sterility testing following sterilization by one method (e.g., filtration)
is to be discarded and not subjected to a second method of sterilization.

(iii) If individual ingredients, such as bulk drug sub-
stances, are not labeled with expiration dates, when the drug substances
are stable indefinitely in their commercial packages under labeled stor-
age conditions, such ingredients may gain or lose moisture during stor-
age and use and shall require testing to determine the correct amount to
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weigh for accurate content of active chemical moieties in compounded
sterile preparations.

(e) Records. Any testing, cleaning, procedures, or other activ-
ities required in this subsection shall be documented and such docu-
mentation shall be maintained by the pharmacy.

(1) Maintenance of records. Every record required under
this section must be:

(A) kept by the pharmacy and be available, for at least
two years for inspecting and copying by the board or its representative
and to other authorized local, state, or federal law enforcement agen-
cies; and

(B) supplied by the pharmacy within 72 hours, if re-
quested by an authorized agent of the Texas State Board of Pharmacy.
If the pharmacy maintains the records in an electronic format, the re-
quested records must be provided in an electronic format. Failure to
provide the records set out in this section, either on site or within 72
hours, constitutes prima facie evidence of failure to keep and maintain
records in violation of the Act.

(2) Compounding records.

(A) Compounding pursuant to patient specific prescrip-
tion drug orders. Compounding records for all compounded prepara-
tions shall be maintained by the pharmacy electronically or manually
as part of the prescription drug or medication order, formula record,
formula book, or compounding log and shall include:

(i) the date and time of preparation;

(i) acomplete formula, including methodology and
necessary equipment which includes the brand name(s) of the raw ma-
terials, or if no brand name, the generic name(s) or official name and
name(s) of the manufacturer(s) or distributor of the raw materials and
the quantities of each;

(iii)  written or electronic signature or initials of the
pharmacist or pharmacy technician or pharmacy technician trainee per-
forming the compounding;

(iv) written or electronic signature or initials of
the pharmacist responsible for supervising pharmacy technicians
or pharmacy technician trainees and conducting finals checks of
compounded pharmaceuticals if pharmacy technicians or pharmacy
technician trainees perform the compounding function;

(v) the quantity in units of finished preparation or
amount of raw materials;

(vi) the container used and the number of units pre-
pared; and

(vii) areference to the location of the following doc-
umentation which may be maintained with other records, such as qual-
ity control records:

(1) the criteria used to determine the beyond-use
date; and

(II) documentation of performance of quality
control procedures.

(B) Compounding records when batch compounding or
compounding in anticipation of future prescription drug or medication
orders.

(i) Master work sheet. A master work sheet shall be
developed and approved by a pharmacist for preparations prepared in
batch. Once approved, a duplicate of the master work sheet shall be
used as the preparation work sheet from which each batch is prepared

and on which all documentation for that batch occurs. The master work
sheet shall contain at a minimum:

(1) the formula;

(II) the components;

(IlI) the compounding directions;

(1V) a sample label;

(V) evaluation and testing requirements;

(VI) specific equipment used during preparation;
and

(VII) storage requirements.

(i) Preparation work sheet. The preparation work
sheet for each batch of preparations shall document the following:

(1) identity of all solutions and ingredients and
their corresponding amounts, concentrations, or volumes;

(1I) lot number for each component;

(IlI) component manufacturer/distributor or suit-
able identifying number;

(IV) container specifications (e.g., syringe, pump

cassette);

(V) unique lot or control number assigned to
batch;

(VI) expiration date of batch-prepared prepara-
tions;

(VIl) date of preparation;

(VIIl) name, initials, or electronic signature of
the person(s) involved in the preparation;

(IX) name, initials, or electronic signature of the
responsible pharmacist;

(X) finished preparation evaluation and testing
specifications, if applicable; and

(XI) comparison of actual yield to anticipated or
theoretical yield, when appropriate.

(f) Office Use Compounding and Distribution of Sterile Com-
pounded Preparations

(1) General.

(A) A pharmacy may compound, dispense, deliver, and
distribute a compounded sterile preparation as specified in Subchapter
D, Texas Pharmacy Act Chapter 562.

(B) A Class A-S pharmacy is not required to register or
be licensed under Chapter 431, Health and Safety Code, to distribute
sterile compounded preparations to a Class C or Class C-S pharmacy.

(C) A Class C-S pharmacy is not required to register
or be licensed under Chapter 431, Health and Safety Code, to distrib-
ute sterile compounded preparations that the Class C-S pharmacy has
compounded for other Class C or Class C-S pharmacies under common
ownership.

(D) To compound and deliver a compounded prepara-
tion under this subsection, a pharmacy must:

(i) verify the source of the raw materials to be used
in a compounded drug;
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(i) comply with applicable United States Pharma-
copoeia guidelines, including the testing requirements, and the Health
Insurance Portability and Accountability Act of 1996 (Pub. L. No.
104-191);

(iii) enter into a written agreement with a practi-
tioner for the practitioner's office use of a compounded preparation;

(iv) comply with all applicable competency and ac-
crediting standards as determined by the board; and

(v) comply with the provisions of this subsection.

(E) This subsection does not apply to Class B pharma-
cies compounding sterile radiopharmaceuticals that are furnished for
departmental or physicians' use if such authorized users maintain a
Texas radioactive materials license.

(2) Written Agreement. A pharmacy that provides sterile
compounded preparations to practitioners for office use or to another
pharmacy shall enter into a written agreement with the practitioner or
pharmacy. The written agreement shall:

(A) address acceptable standards of practice for a com-
pounding pharmacy and a practitioner and receiving pharmacy that en-
ter into the agreement including a statement that the compounded drugs
may only be administered to the patient and may not be dispensed to
the patient or sold to any other person or entity except to a veterinarian
as authorized by §563.054 of the Act;

(B) require the practitioner or receiving pharmacy to in-
clude on a patient's chart, medication order or medication administra-
tion record the lot number and beyond-use date of a compounded prepa-
ration administered to a patient;

(C) describe the scope of services to be performed by
the pharmacy and practitioner or receiving pharmacy, including a state-
ment of the process for:

(i) a patient to report an adverse reaction or submit
a complaint; and

(ii) the pharmacy to recall batches of compounded
preparations.

(3) Recordkeeping.
(A) Maintenance of Records.

(i) Records of orders and distribution of sterile com-
pounded preparations to a practitioner for office use or to an institu-
tional pharmacy for administration to a patient shall:

(I) be kept by the pharmacy and be available, for
at least two years from the date of the record, for inspecting and copying
by the board or its representative and to other authorized local, state,
or federal law enforcement agencies;

(II) maintained separately from the records of
preparations dispensed pursuant to a prescription or medication order;
and

(111) supplied by the pharmacy within 72 hours,
if requested by an authorized agent of the Texas State Board of Phar-
macy or its representative. If the pharmacy maintains the records in an
electronic format, the requested records must be provided in an elec-
tronic format. Failure to provide the records set out in this subsection,
either on site or within 72 hours for whatever reason, constitutes prima
facie evidence of failure to keep and maintain records.

(i) Records may be maintained in an alternative
data retention system, such as a data processing system or direct
imaging system provided the data processing system is capable of

producing a hard copy of the record upon the request of the board,
its representative, or other authorized local, state, or federal law
enforcement or regulatory agencies.

(B) Orders. The pharmacy shall maintain a record of
all sterile compounded preparations ordered by a practitioner for office
use or by an institutional pharmacy for administration to a patient. The
record shall include the following information:

(i) date of the order;

(ii) name, address, and phone number of the practi-
tioner who ordered the preparation and if applicable, the name, address
and phone number of the institutional pharmacy ordering the prepara-
tion; and

(iii)) name, strength, and quantity of the preparation
ordered.

(C) Distributions. The pharmacy shall maintain a
record of all sterile compounded preparations distributed pursuant to
an order to a practitioner for office use or by an institutional pharmacy
for administration to a patient. The record shall include the following
information:

(i) date the preparation was compounded;
(ii)  date the preparation was distributed;

(iii) name, strength and quantity in each container of
the preparation;

(iv) pharmacy's lot number;
(v) quantity of containers shipped; and

(vi) name, address, and phone number of the practi-
tioner or institutional pharmacy to whom the preparation is distributed.

(D) Audit Trail.

(i) The pharmacy shall store the order and distribu-
tion records of preparations for all sterile compounded preparations or-
dered by and or distributed to a practitioner for office use or by a phar-
macy licensed to compound sterile preparations for administration to a
patient in such a manner as to be able to provide an audit trail for all
orders and distributions of any of the following during a specified time
period:

(1) any strength and dosage form of a preparation
(by either brand or generic name or both);

(II) any ingredient;

(IIl)  any lot number;

(IV) any practitioner;

(V) any facility; and

(VI) any pharmacy, if applicable.

(i) The audit trail shall contain the following infor-
mation:

(I) date of order and date of the distribution;

(1l) practitioner's name, address, and name of the
institutional pharmacy, if applicable;

(III) name, strength and quantity of the prepara-
tion in each container of the preparation;

(IV) name and quantity of each active ingredient;

(V) quantity of containers distributed; and
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(VD) pharmacy's lot number.

(4) Labeling. The pharmacy shall affix a label to the prepa-
ration containing the following information:

(A) name, address, and phone number of the com-
pounding pharmacy;

(B) the statement: "For Institutional or Office Use
Only--Not for Resale"; or if the preparation is distributed to a veteri-
narian the statement: "Compounded Preparation";

(C) name and strength of the preparation or list of the
active ingredients and strengths;

(D) pharmacy's lot number;

(E) beyond-use date as determined by the pharmacist
using appropriate documented criteria;

(F) quantity or amount in the container;

(G) appropriate ancillary instructions, such as storage
instructions or cautionary statements, including hazardous drug warn-
ing labels where appropriate; and

(H) device-specific instructions, where appropriate.
(g) Recall Procedures.

(1) The pharmacy shall have written procedures for the re-
call of any compounded sterile preparation provided to a patient, to a
practitioner for office use, or a pharmacy for administration. Written
procedures shall include, but not be limited to the requirements as spec-
ified in paragraph (3) of this subsection.

(2) The pharmacy shall immediately initiate a recall of any
sterile preparation compounded by the pharmacy upon identification of
a potential or confirmed harm to a patient.

(3) In the event of a recall, the pharmacist-in-charge shall
ensure that:

(A) each practitioner, facility, and/or pharmacy to
which the preparation was distributed is notified, in writing, of the
recall;

(B) each patient to whom the preparation was dispensed
is notified, in writing, of the recall;

(C) the board is notified of the recall, in writing, not
later than 24 hours after the recall is issued;

(D) if the preparation is distributed for office use, the
Texas Department of State Health Services, Drugs and Medical De-
vices Group, is notified of the recall, in writing;

(E) the preparation is quarantined; and

(F) the pharmacy keeps a written record of the recall
including all actions taken to notify all parties and steps taken to ensure
corrective measures.

(4) Ifapharmacy fails to initiate a recall, the board may re-
quire a pharmacy to initiate a recall if there is potential for or confirmed
harm to a patient.

(5) A pharmacy that compounds sterile preparations shall
notify the board immediately of any adverse effects reported to the
pharmacy or that are known by the pharmacy to be potentially attrib-
utable to a sterile preparation compounded by the pharmacy.

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on February 26,
2016.

TRD-201600949

Gay Dodson, R. Ph.

Executive Director

Texas State Board of Pharmacy

Earliest possible date of adoption: April 10, 2016
For further information, please call: (512) 305-8026

¢ ¢ ¢

CHAPTER 297. PHARMACY TECHNICIANS
AND PHARMACY TECHNICIAN TRAINEES
22 TAC §297.3, §297.10

The Texas State Board of Pharmacy proposes amendments to
§297.3, concerning Registration Requirements, and §297.10,
concerning Registration for Military Service Members, Military
Veterans, and Military Spouses. The amendments, if adopted,
eliminate the provisions allowing individuals who are unable to
obtain a social security number to provide an individual taxpayer
identification number in lieu of a social security number because
a social security number is required in order to process criminal
background checks.

Gay Dodson, R.Ph., Executive Director/Secretary, has deter-
mined that, for the first five-year period the rules are in effect,
there will be no fiscal implications for state or local government
as a result of enforcing or administering the rule.

Ms. Dodson has determined that, for each year of the first five-
year period the rules will be in effect, the public benefit antici-
pated as a result of enforcing the amendments will ensure indi-
viduals applying for a pharmacy technician registration meet the
requirements in order to conduct criminal background checks.
There is no fiscal impact for individuals, small or large busi-
nesses, or to other entities which are required to comply with
these sections.

Written comments on the amendments may be submitted to Alli-
son Vordenbaumen Benz, R.Ph., M.S., Director of Professional
Services, Texas State Board of Pharmacy, 333 Guadalupe
Street, Suite 3-600, Austin, Texas 78701, FAX (512) 305-6778.
Comments must be received by 5 p.m., April 25, 2016.

The amendments are proposed under §551.002 and §554.051
of the Texas Pharmacy Act (Chapters 551 - 569, Texas Occu-
pations Code). The Board interprets §551.002 as authorizing
the agency to protect the public through the effective control
and regulation of the practice of pharmacy. The Board inter-
prets §554.051(a) as authorizing the agency to adopt rules for
the proper administration and enforcement of the Act.

The statutes affected by these amendments: Texas Pharmacy
Act, Chapters 551 - 569, Texas Occupations Code.

$297.3.  Registration Requirements.
(a) General.

(1) Individuals who are not registered with the Board may
not be employed as or perform the duties of a pharmacy technician or
pharmacy technician trainee.

(2) Individuals who have previously applied and registered
as a pharmacy technician, regardless of the pharmacy technician's
current registration status, may not register as a pharmacy technician
trainee.
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(3) Individuals who apply and are qualified for both a phar-
macy technician trainee registration and a pharmacy technician regis-
tration concurrently will not be considered for a pharmacy technician
trainee registration.

(b) Registration for pharmacy technician trainees. An individ-
ual may register as a pharmacy technician trainee only once and the
registration may not be renewed.

(1) Each applicant for pharmacy technician trainee regis-
tration shall:

(A) have a high school or equivalent diploma (e.g.,
GED), or be working to achieve a high school or equivalent diploma.
For the purposes of this subparagraph, an applicant for registration
may be working to achieve a high school or equivalent diploma for no
more than two years;

(B) complete the Texas application for registration that
includes the following information:

(i) name;

(ii) addresses, phone numbers, date of birth, and so-

cial security number; [hewever; if an individual is unable to obtain a
(ol . ber. an individual dentificat; |

may be provided in lieu of & social security number along with dee-
umentation indicating why the individual is unable to obtain a seecial
seecurity number;] and

(iii) any other information requested on the applica-
tion.

(C) meet all requirements necessary in order for the
Board to access the criminal history record information, including
submitting fingerprint information and paying the required fees.

(2) Once an applicant has successfully completed all re-
quirements of registration, and the board has determined there are no
grounds to refuse registration, the applicant will be notified of regis-
tration as a pharmacy technician trainee and of his or her pharmacy
technician trainee registration number.

(3) Pharmacy technician trainee registrations expire two
years from the date of registration or upon issuance of registration as
a registered pharmacy technician, whichever is earlier.

(c) Initial registration for pharmacy technicians.

(1) Each applicant for pharmacy technician registration
shall:

(A) have a high school or equivalent diploma (e.g.,
GED), or be working to achieve a high school or equivalent diploma.
For the purpose of this clause, an applicant for registration may be
working to achieve a high school or equivalent diploma for no more
than two years; and

(B) either have:

(i) taken and passed the Pharmacy Technician Cer-
tification Board's National Pharmacy Technician Certification Exami-
nation or other examination approved by the board and have a current
certification certificate; or

(it) been granted an exemption from certification by
the board as specified in §297.7 of this title (relating to Exemption from
Pharmacy Technician Certification Requirements); and

(C) complete the Texas application for registration that
includes the following information:

(i) name;

(ii) addresses, phone numbers, date of birth, and so-
cial security number; [hewever; if an individual is unable to obtain a
ial . ber. an individual dentificati l
may be provided in lieu of a social security number along with dee-
ion indicating why: the individual is unable o obtain a social
seeurity number;] and
(iii) any other information requested on the applica-
tion.

(D) meet all requirements necessary in order for the
Board to access the criminal history record information, including
submitting fingerprint information and paying the required fees; and

(E) pay the registration fee specified in §297.4 of this
title (relating to Fees).

(2) Once an applicant has successfully completed all re-
quirements of registration, and the board has determined there are no
grounds to refuse registration, the applicant will be notified of regis-
tration as a registered pharmacy technician and of his or her pharmacy
technician registration number. If the pharmacy technician applicant
was registered as a pharmacy technician trainee at the time the phar-
macy technician registration issued, the pharmacy technician trainee
registration expires.

(d) Renewal.

(1) All applicants for renewal of a pharmacy technician
registration shall:

(A) complete the Texas application for registration that
includes the following information:

(i) name;

(ii) addresses, phone numbers, date of birth, and so-
cial security number; [however; if an individual is unable to obtain a
may be provided in lieu of a social security number along with dee-
umentation indieating why the individual is unable to obtain a seeial
seecurity aumber;]

(iii) meet all requirements necessary in order for the
Board to access the criminal history record information, including sub-
mitting fingerprint information and being responsible for all associated
costs; and

(iv) any other information requested on the applica-
tion.

(B) pay the renewal fee specified in §297.4 of this title;
and

(C) complete 20 contact hours of continuing education
per renewal period as specified in §297.8 of this title (relating to Con-
tinuing Education).

(2) A pharmacy technician registration expires on the last
day of the assigned expiration month.

(3) If the completed application and renewal fee are not
received in the board's office on or before the last day of the assigned
expiration month, the person's pharmacy technician registration shall
expire. A person shall not practice as a pharmacy technician with an
expired registration.

(4) If a pharmacy technician registration has expired, the
person may renew the registration by paying to the board the renewal
fee and a delinquent fee that is equal to the renewal fee as specified in
§297.4 of this title.
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(5) If a pharmacy technician registration has expired for
more than one year, the pharmacy technician may not renew the reg-
istration and must complete the requirements for initial registration as
specified in subsection (c) of this section.

(6) After review, the board may determine that paragraph
(5) of this subsection does not apply if the registrant is the subject of a
pending investigation or disciplinary action.

(e) An individual may use the title "Registered Pharmacy
Technician" or "Ph.T.R." if the individual is registered as a pharmacy
technician in this state.

$297.10.  Registration for Military Service Members, Military Veter-
ans, and Military Spouses.

(a) Definitions. The following words and terms, when used
in this section, shall have the following meanings, unless the context
clearly indicates otherwise.

(1) Active duty--Current full-time military service in the
armed forces of the United States or active duty military service as
a member of the Texas military forces, or similar military service of
another state.

(2) Armed forces of the United States--The army, navy, air
force, coast guard, or marine corps of the United States or a reserve
unit of one of those branches of the armed forces.

(3) Military service member--A person who is on active
duty.

(4) Military spouse--A person who is married to a military
service member.

(5) Military veteran--A person who has served on active
duty and who was discharged or released from active duty.

(b) Alternative registration procedure. For the purpose of
§55.004, Occupations Code, an applicant for a pharmacy technician
registration who is a military service member, military veteran, or
military spouse may complete the following alternative procedures for
registering as a pharmacy technician.

(1) Anapplicant who holds a current registration as a phar-
macy technician issued by another state but does not have a current
PTCB certificate shall meet the requirements for registration as a phar-
macy technician trainee as specified in §297.3 of this chapter (relating
to Registration Requirements).

(2) An applicant who held a pharmacy technician registra-
tion in Texas that expired within the five years preceding the application
date who meets the following requirements may be granted a pharmacy
technician registration. The applicant:

(A) shall complete the Texas application for registration
that includes the following:

(i) name;

(it) addresses, phone numbers, date of birth, and so-

cial security number; [however; if an individual is unable to obtain a
. . - an individ . feati

may be provided in licu of a social sccurity number along with doe-
umentation indieating why the individual is unable to obtain a seeial
security aumber;] and

(iii) any other information requested on the applica-
tion;

(B) shall provide documentation to include:

(i) military identification indicating that the appli-
cant is a military service member, military veteran, or military depen-
dent, if a military spouse; and

(i) marriage certificate, if the applicant is a military
spouse; applicant's spouse is on active duty status;

(C) be exempt from the application fees paid to the
board set forth in §297.4(a) and (b)(2) of this chapter;

(D) shall meet all necessary requirements in order for
the board to access the criminal history records information, includ-
ing submitting fingerprint information and such criminal history check
does not reveal any charge or conviction for a crime that §281.64 of
this title (relating to Sanctions for Criminal Offenses) indicates a sanc-
tion of denial, revocation, or suspension; and

(E) isnot required to have a current PTCB certificate.

(c) Expedited registration procedure. For the purpose of
§55.005, Occupations Code, an applicant for a pharmacy technician
registration who is a military service member, military veteran or
military spouse and who holds a current registration as a pharmacy
technician issued by another state or who held a pharmacy technician
registration in Texas that expired within the five years preceding the
application date may complete the following expedited procedures for
registering as a pharmacy technician.

(1) The applicant shall:

(A) have a high school or equivalent diploma (e.g.,
GED), or be working to achieve a high school or equivalent diploma.
For the purpose of this clause, an applicant for registration may be
working to achieve a high school or equivalent diploma for no more
than two years; and

(B) have taken and passed the Pharmacy Technician
Certification Board's National Pharmacy Technician Certification
Examination or other examination approved by the board and have a
current certification certificate; and

(C) complete the Texas application for registration that
includes the following information:

(i) name;

(it) addresses, phone numbers, date of birth, and so-
cial security number; [however; if an individual is unable to obtain a
ol . ber. an individual dentificati |
may be provided in lieu of a social seeurity number along with dee-
ion indicating why: the individual is unable to obtain a social
seeurity number;] and
(iii) any other information requested on the applica-
tion.

(D) meet all requirements necessary in order for the
Board to access the criminal history record information, including
submitting fingerprint information and paying the required fees;

(E) shall be exempt from the registration fee as speci-
fied in §297.4(b)(2) of this chapter (relating to Fees).

(2) Once an applicant has successfully completed all re-
quirements of registration, and the board has determined there are no
grounds to refuse registration, the applicant will be notified of regis-
tration as a registered pharmacy technician and of his or her pharmacy
technician registration number.

(3) All applicants for renewal of an expedited pharmacy
technician registration issued to a military service member, military
veteran, or military spouse shall comply with the renewal procedures
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as specified in §297.3 of this chapter (relating to Registration Require-
ments).

(d) License renewal. As specified in §55.003, Occupations
Code, a military service member who holds a pharmacy technician
registration is entitled to two years of additional time to complete any
requirements related to the renewal of the military service member's
registration as follows:

(1) A military service member who fails to renew their
pharmacy technician registration in a timely manner because the
individual was serving as a military service member shall submit to
the board:

(A) name, address, and registration number of the phar-
macy technician;

(B) military identification indicating that the individual
is a military service member; and

(C) astatement requesting up to two years of additional
time to complete the renewal.
(2) A military service member specified in paragraph (1) of
this subsection shall be exempt from fees specified in §297.3(d)(4) of
this chapter (relating to Registration Requirements).

(3) A military service member specified in paragraph (1) of
this subsection is entitled to two additional years of time to complete

the continuing education requirements specified in §297.8 of this title
(relating to Continuing Education Requirements).

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on February 26,
2016.

TRD-201600950

Gay Dodson, R. Ph.

Executive Director

Texas State Board of Pharmacy

Earliest possible date of adoption: April 10, 2016
For further information, please call: (512) 305-8026

¢ L4 ¢
TITLE 34. PUBLIC FINANCE

PART 1. COMPTROLLER OF PUBLIC
ACCOUNTS

CHAPTER 3. TAX ADMINISTRATION
SUBCHAPTER HH. MIXED BEVERAGE
TAXES

34 TAC §3.1002

The Comptroller of Public Accounts proposes an amendment to
§3.1002, concerning mixed beverage sales tax. This section im-
plements Senate Bill 31, 84th Legislature, 2015, which added
Tax Code, §151.310(c-1) to provide an exemption from sales
and use tax for volunteer fire departments' fundraising sales and
auctions, effective May 28, 2015. Although Senate Bill 31 did
not amend Tax Code, Chapter 183, Subchapter B-1 (Mixed Bev-
erage Sales Tax), pursuant to Tax Code, §183.043 (Applicability
of Other Law), mixed beverage sales tax is administered, col-

lected, and enforced in the same manner as the tax under Tax
Code, Chapter 151 (Limited Sales, Excise, and Use Tax) is ad-
ministered, collected, and enforced. Therefore, the exemption
from collecting sales tax on fundraising sales or auctions for vol-
unteer fire departments in Tax Code, §151.310(c-1) also applies
to the collection of mixed beverage sales tax.

Subsection (f)(5) is amended to add language that the exemp-
tion is effective May 28, 2015, and that a previous exemption
from mixed beverage sales tax at fundraising sales and auctions
expired on September 1, 2014.

Tom Currah, Chief Revenue Estimator, has determined that for
the first five-year period the rule will be in effect, there will be no
significant revenue impact on the state or units of local govern-
ment.

Mr. Currah also has determined that for each year of the first
five years the rule is in effect, the public benefit anticipated as
a result of enforcing the rule will be by conforming the rule to
current state statutes. This rule is proposed under Tax Code,
Title 2, and does not require a statement of fiscal implications for
small businesses. There is no significant anticipated economic
cost to individuals who are required to comply with the proposed
rule.

Comments on the proposal may be submitted to Teresa G. Bo-
stick, Director Tax Policy Division, P.O. Box 13528, Austin, Texas
78711-3528. Comments must be received no later than 30 days
from the date of publication of the proposal in the Texas Regis-
ter.

The section is proposed under Tax Code, §111.002, which pro-
vides the comptroller with the authority to prescribe, adopt, and
enforce rules relating to the administration and enforcement of
the provisions of Tax Code, Title 2.

The amendment implements Tax Code, §151.310 (Religious,
Educational, and Public Service Organizations) and §183.043
(Applicability of Other Law).

§3.1002.  Mixed Beverage Sales Tax.

(a) Definitions. The following words and terms, when used
in this section, shall have the following meanings, unless the context
clearly indicates otherwise.

(1) Alcoholic beverage--This term has the same meaning
as assigned by §3.1001 of this title (relating to Mixed Beverage Gross
Receipts Tax).

(2) Complimentary alcoholic beverage--This term has the
same meaning as assigned by §3.1001 of this title.

(3) Governmental entity--An organization that is exempted
from sales and use tax otherwise imposed on their purchases under
Tax Code, Chapter 151 (Limited Sales, Excise, and Use Taxes), by
operation of Tax Code, §151.309 (Governmental Entities).

(4) Nonprofit organization--An organization that is ex-
empted from the sales and use tax imposed under Tax Code, Chapter
151, by operation of Tax Code, §151.310(a) (Religious, Educational,
and Public Service Organizations).

(5) Permittee--This term has the same meaning as assigned
by §3.1001 of this title.

(b) Mixed beverage sales tax. A tax at a rate of 8.25% is im-
posed on each alcoholic beverage sold, prepared, or served by a per-
mittee, and on ice and each nonalcoholic beverage sold, prepared, or
served by a permittee to be mixed with alcohol and consumed on the
permittee's premises. The sales price of each item on which mixed
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beverage sales tax is imposed includes, but is not limited to, those
items identified in §3.1001(c) of this title. Those items identified in
§3.1001(H)(1) - (7) of this title are excluded from the sales price of items
on which mixed beverage sales tax is imposed. Mixed beverage sales
tax is imposed in addition to the mixed beverage gross receipts tax im-
posed under Tax Code, Chapter 183, Subchapter B.

(¢) Administration, collection, and enforcement of mixed bev-
erage sales tax.

(1) Except as otherwise provided in this paragraph, mixed
beverage sales tax is administered, collected, and enforced in the same
manner as sales and use tax is administered, collected, and enforced in
Tax Code, Chapter 151, except:

(A) apermittee may not deduct or withhold any amount
of taxes collected as reimbursement for the cost of collecting the tax,
pursuant to Tax Code, §151.423 (Reimbursement to Taxpayer for Tax
Collection); and

(B) a permittee may not receive a discount for prepay-
ing the tax, pursuant to Tax Code, §151.424 (Discount for Prepay-
ments).

(2) Tax due is debt of the purchaser. Mixed beverage sales
tax is a debt of the purchaser to the permittee until collected.

(3) Tax-included sales price. The total amount shown on a
customer's sales invoice, billing, service check, ticket, or other receipt
for sales that are subject to mixed beverage sales tax is presumed to be
the sales price, without tax included. Contracts, bills, invoices, or other
receipts that merely state that "all taxes" are included are not sufficient
to relieve either the customer or the permittee of their tax responsibili-
ties on the transaction. The permittee may overcome the presumption
by using the permittee's records to show that tax was included in the
sales price.

(4) Record-keeping requirements. Permittees are respon-
sible for creating and maintaining records of purchases and sales as
required by §3.1001(j) - (m) and (o) of this title.

(5) Bad debts. The exclusion of bad debts from the mixed
beverage gross receipts tax base, as established in §3.1001(n) of this
title, does not apply to mixed beverage sales tax. Bad debt deductions
from mixed beverage sales tax are treated in the same manner as bad
debt deductions from sales tax. For more information on bad debt de-
ductions from sales tax, refer to §3.302 of this title (relating to Account-
ing Methods, Credit Sales, Bad Debt Refunds, Repossession Refunds,
Interest on Sales Tax, and Trade-Ins).

(d) Separate tax disclosure statement.

(1) A permittee may include on a customer's sales invoice,
billing, service check, ticket, or other receipt that includes an item sub-
ject to mixed beverage sales tax:

(A) a statement that mixed beverage sales tax is in-
cluded in the sales price;

(B) aseparate statement of the amount of mixed bever-
age gross receipts tax to be paid by the permittee on that sale;

(C) aseparate statement of the amount of mixed bever-
age sales tax imposed on that item;

(D) a statement of the combined amount of mixed bev-
erage gross receipts tax and mixed beverage sales tax to be paid on that
item; or

(E) astatement of the combined amount of mixed bev-
erage sales tax and sales and use tax imposed under Tax Code, Chapter

151, to be paid on all items listed on that sales invoice, billing, service
check, ticket, or other receipt.

(2) Mixed beverage gross receipts tax cannot be charged to
or paid by the customer. A receipt with a statement of the combined
amount of mixed beverage gross receipts tax and mixed beverage sales
tax provided in paragraph (1)(D) of this subsection must clearly show
that the customer is not being charged mixed beverage gross receipts
tax.

(3) For each receipt with a statement of the combined
amount of mixed beverage sales tax and sales and use tax, as provided
in paragraph (1)(E) of this subsection, the permittee's books and
records must clearly show the amount of mixed beverage sales tax and
sales and use tax on each sale of alcohol.

(4) Examples of disclosure of tax statements.
Figure: 34 TAC §3.1002(d)(4) (No change.)

(e) Complimentary beverages. A permittee owes sales and use
tax, as imposed by Tax Code, Chapter 151, on the purchase of alco-
holic beverages, ice, and nonalcoholic beverages that are ingredients
of a complimentary alcoholic beverage or that are served or provided
by the permittee, without any consideration from the customer, to be
mixed with a complimentary alcoholic beverage and consumed on the
permittee's premises. The permittee also owes sales and use tax on tax-
able items that are furnished with a complimentary alcoholic beverage,
such as napkins and straws.

(f) Exemptions; governmental entities; nonprofit organiza-
tions; university and student organizations; volunteer fire departments;
temporary permit.

(1) Governmental entity exempt on purchase of alcohol.
A governmental entity can claim an exemption from mixed beverage
sales tax on the purchase of alcohol in the same manner as a govern-
mental entity can claim exemption from the payment of sales and use
tax on the purchase of alcohol under Tax Code, §151.309.

(2) Purchase of alcohol by nonprofit organization not ex-
empt. A nonprofit organization cannot claim an exemption from the
mixed beverage sales tax on the purchase of alcohol. In addition, ex-
cept as provided in this subsection, a nonprofit organization is respon-
sible for collecting mixed beverage sales tax on the sale, preparation,
or service of alcoholic beverages to the same extent that the organi-
zation is responsible for paying mixed beverage gross receipts tax on
such beverages. For more information, refer to §3.1001(e) of this title.

(3) Nonprofit organizations; fundraising events.

(A) The sale, preparation, or service of alcohol is ex-
empt from mixed beverage sales tax when sold by a nonprofit organ-
ization that qualifies for exemption from sales and use tax under Tax
Code, §151.310(a)(1) or (2) during a qualifying fundraising sale or auc-
tion authorized by Tax Code, §151.310(c).

(B) Except as provided in subparagraph (A) of this
paragraph, the sale, preparation, or service of alcohol by a nonprofit
organization that qualifies for exemption from sales and use tax under
Tax Code, §151.310(a)(1) or (2) is computed in the same manner as
mixed beverage gross receipts tax is computed in §3.1001(e) of this
title.

(4) University and college student organizations. The sale,
preparation, or service of alcohol is exempt from mixed beverage sales
tax when sold by a university or college student organization that is cer-
tified as an affiliated organization by a university or college as defined
in Education Code, §61.003 (Definitions) during a sale authorized by
Tax Code, §151.321 (University and College Student Organizations).
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(5) Volunteer fire departments; fundraising events. The
sale, preparation, or service of alcohol is exempt from mixed bever-
age sales tax when sold by a volunteer fire department that qualifies for
exemption from sales and use tax under Tax Code, §151.310(a)(4) dur-
ing a qualifying fundraising sale or auction authorized by Tax Code,
§151.310(c-1). This exemption is effective May 28, 2015. A previous
exemption from mixed beverage sales tax on the sale, preparation, or
service of alcohol when sold by volunteer fire departments at fundrais-

ing events expired [expires] on September 1, 2014.

(6) Temporary mixed beverage permit required. Nonprofit
organizations, university or college student organizations, and volun-
teer fire departments must hold a daily temporary mixed beverage per-
mit or daily temporary private club permit, issued by the Texas Alco-
holic Beverage Commission, in order to sell alcoholic beverages and
claim an exemption from mixed beverage sales tax on those sales pur-
suant to paragraphs (3) - (5) of this subsection.

(7) Governmental entities and nonprofit organizations owe
mixed beverage gross receipts tax. A governmental entity or nonprofit
organization is not exempt from the payment of mixed beverage gross
receipts tax on receipts from the sale, service, or preparation of alco-
holic beverages. This includes sales of alcohol during any fundraising
sale or auction. For more information, refer to §3.1001(e) of this title.

(g) Lump-sum charges that include alcoholic beverages and
additional items together for a single price.

(1) Permittees shall compute mixed beverage sales tax on
alcoholic beverages that are served together with meals for a single
charge in the same manner as mixed beverage gross receipts tax is com-
puted in §3.1001(c)(1)(D) of this title.

(2) Permittees shall compute mixed beverage sales tax on
alcoholic beverages that are served at private clubs, special events, or
functions in the same manner as mixed beverage gross receipts tax is
computed in §3.1001(d) of this title.

(h) Inventory used in cooking. Alcoholic beverages used in
cooking are exempt from both mixed beverage sales tax under Tax
Code, Chapter 183, and sales and use tax under Tax Code, Chapter
151, provided that the permittee follows the record-keeping require-
ments set out in §3.1001(h) and (1) of this title.

(i) Mixed beverage sales tax reports.

(1) Due dates. Reports and remittances are due on or be-
fore the 20th day of the month following the reporting period end date.
Reports and remittances due on a Saturday, Sunday, or legal holiday
may be submitted on the next business day.

(2) Reporting periods.

(A) Monthly filers. Permittees who have $1,500 or
more in mixed beverage sales tax per quarter to report must file
monthly reports.

(B) Quarterly filers. Permittees who have less than
$1,500 in mixed beverage sales tax per quarter to report may file
returns quarterly. The quarterly reporting periods end on March 31,
June 30, September 30, and December 31.

(3) Each permittee must file a mixed beverage sales tax re-
port even if no sales or services of alcoholic beverages were made dur-
ing the report period. The Texas Mixed Beverage Sales Tax report is
due in addition to the Texas Mixed Beverage Gross Receipts Tax report
to be filed under Tax Code, Chapter 183, Subchapter B, and the Texas
Sales and Use Tax report required to be filed under Tax Code, Chapter
151.

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on February 26,
2016.

TRD-201600972

Don Neal

Chief Deputy General Counsel

Comptroller of Public Accounts

Earliest possible date of adoption: April 10, 2016
For further information, please call: (512) 475-0387

¢ ¢ ¢

TITLE 37. PUBLIC SAFETY AND CORREC-
TIONS

PART 1. TEXAS DEPARTMENT OF
PUBLIC SAFETY

CHAPTER 4. COMMERCIAL VEHICLE
REGULATIONS AND ENFORCEMENT
PROCEDURES

SUBCHAPTER A. REGULATIONS
GOVERNING HAZARDOUS MATERIALS
37 TAC §4.1

The Texas Department of Public Safety (the department) pro-
poses amendments to §4.1, concerning Transportation of Haz-
ardous Materials. The proposed amendments are necessary to
harmonize updates to Title 49, Code of Federal Regulations with
those laws adopted by Texas

Suzy Whittenton, Chief Financial Officer, has determined that for
each year of the first five-year period this rule is in effect there
will be no fiscal implications for state or local government, or local
economies.

Ms. Whittenton has also determined that there will be no ad-
verse economic effect on small businesses or micro-businesses
required to comply with the section as proposed. There is no an-
ticipated economic cost to individuals who are required to comply
with the rule as proposed. There is no anticipated negative im-
pact on local employment.

Ms. Whittenton has determined that for each year of the first
five-year period the rule is in effect the public benefit anticipated
as a result of enforcing the rule will be maximum efficiency of the
Motor Carrier Safety Assistance Program.

The department has determined that this proposal is not a "ma-
jor environmental rule" as defined by Texas Government Code,
§2001.0225. "Major environmental rule" is defined to mean a
rule that the specific intent of which is to protect the environment
or reduce risk to human health from environmental exposure and
that may adversely affect, in a material way, the economy, a sec-
tor of the economy, productivity, competition, jobs, the environ-
ment or the public health and safety of a state or a sector of the
state. This proposal is not specifically intended to protect the en-
vironment or reduce risks to human health from environmental
exposure.
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The department has determined that Chapter 2007 of the Texas
Government Code does not apply to this proposal. Accordingly,
the department is not required to complete a takings impact as-
sessment regarding this proposal.

The Texas Department of Public Safety, in accordance with
the Administrative Procedures Act, Texas Government Code,
§2001, et seq., and Texas Transportation Code, Chapter 644,
will hold a public hearing on Tuesday, April 5, 2016, at 9:00 a.m.,
at the Texas Department of Public Safety, Texas Highway Patrol
Division, Building G Annex, 5805 North Lamar, Austin, Texas.
The purpose of this hearing is to receive comments from all
interested persons regarding adoption of the proposed amend-
ments to Administrative Rule §4.1 regarding Transportation of
Hazardous Materials, proposed for adoption under the authority
of Texas Transportation Code, Chapter 644, which provides that
the director shall, after notice and a public hearing, adopt rules
regulating the safe operation of commercial motor vehicles.

Persons interested in attending this hearing are encouraged to
submit advance written notice of their intent to attend the hearing
and to submit a written copy of their comments. Correspondence
should be addressed to Major Chris Nordloh, Texas Highway Pa-
trol Division, Texas Department of Public Safety, P.O. Box 4087,
Austin, Texas 78773-0500.

Persons with special needs or disabilities who plan to attend
this hearing and who may need auxiliary aids or services are
requested to contact Major Chris Nordloh at (512) 424-2775 at
least three working days prior to the hearing so that appropriate
arrangements can be made.

Other comments on this proposal may be submitted to Major
Chris Nordloh, Texas Highway Patrol Division, Texas Depart-
ment of Public Safety, P.O. Box 4087, Austin, Texas 78773-0500,
(512) 424-2775. Comments must be received no later than thirty
(30) days from the date of publication of this proposal.

These amendments are proposed pursuant to Texas Transporta-
tion Code, §644.051, which authorizes the director to adopt rules
regulating the safe transportation of hazardous materials and the
safe operation of commercial motor vehicles; and authorizes the
director to adopt all or part of the federal safety regulations, by
reference.

Texas Transportation Code, §644.051 is affected by this pro-
posal.

§4.1. Transportation of Hazardous Materials.

(a) The director of the Texas Department of Public Safety in-
corporates, by reference, the Federal Hazardous Materials Regulations,
Title 49, Code of Federal Regulations, Parts 107 (Subpart G), 171
- 173, 177, 178, 179 (Subpart E), and 180, including all interpreta-
tions thereto, for commercial vehicles operated in intrastate, interstate,
or foreign commerce, as amended through February 1, 2016 [July 1;
2015]. All other references in this section to the Code of Federal Reg-
ulations also refer to amendments and interpretations issued through
February 1, 2016 [Faly 4 2045].

(b) Explanations and Exceptions.

(1) Certain terms when used in the federal regulations as
adopted in subsection (a) of this section will be defined as follows:

(A) the definition of motor carrier will be the same as
that given in Texas Transportation Code, [Seetion] §643.001(6);

(B) hazardous material shipper means a consignor, con-
signee, or beneficial owner of a shipment of hazardous materials;

(C) interstate or foreign commerce will include all
movements by commercial motor vehicle, both interstate and in-
trastate, over the streets and highways of this state;

(D) department means the Texas Department of Public
Safety;

(E) FMCSA field administrator, as used in the federal
motor carrier safety regulations, means the director of the Texas De-
partment of Public Safety or the designee of the director for vehicles
operating in intrastate commerce;

(F) farm vehicle means any vehicle or combination of
vehicles controlled and/or operated by a farmer or rancher being used
to transport agriculture products, farm machinery, and farm supplies to
or from a farm or ranch; and

(G) private carrier means any person not included in the
terms "common carrier by motor vehicle" or "contract carrier by mo-
tor vehicle" who transports by commercial motor vehicle property of
which the person is the owner, lessee, or bailee, when such transporta-
tion is for the purpose of sale, lease, rent or bailment, or in furtherance
of commerce.

(2) Allreferences in Title 49, Code of Federal Regulations,
Parts 107 (Subpart G), 171 - 173, 177, 178, 179 (Subpart E), and 180
made to other modes of transportation, other than by motor vehicles
operated on streets and highways of this state, will be excluded and not
adopted by this department.

(3) Regulations adopted by this department, including the
federal motor carrier safety regulations, will apply to farm tank trailers
used exclusively to transport anhydrous ammonia from the dealer to
the farm. The usage of non-specification farm tank trailers by motor
carriers to transport anhydrous ammonia must be in compliance with
Title 49, Code of Federal Regulations, §173.315(m).

(4) The reporting of hazardous material incidents as re-
quired by Title 49, Code of Federal Regulations, §171.15 and §171.16
for shipments of hazardous materials by highway is adopted by the
department.

(5) Regulations adopted by this department, including the
federal motor carrier safety regulations, will apply to an intrastate mo-
tor carrier transporting a flammable liquid petroleum product in a cargo
tank. The usage of non-specification cargo tanks by motor carriers
for the intrastate transportation of flammable liquid petroleum prod-
ucts must be in compliance with Title 49, Code of Federal Regulations,
§173.8.

(6) Regulations and exceptions adopted herein are applica-
ble to all drivers and vehicles transporting hazardous materials in in-
terstate, foreign, or intrastate commerce.

(7) Nothing in this section shall be construed to prohibit an
employer from requiring and enforcing more stringent requirements
relating to safety of operation and employee safety and health.

(8) Penalties assessed for violations of the regulations
adopted herein will be based upon the provisions of Texas Trans-
portation Code, Chapter 644, and §4.16 of this title (relating to
Administrative Penalties, Payment, Collection and Settlement of
Penalties).

(9) A peace officer certified, in accordance with §4.13 of
this title (relating to Authority to Enforce, Training and Certificate Re-
quirements), to enforce the Federal Hazardous Material Regulations,
as adopted in this section, may declare a vehicle out-of-service us-
ing the North American Standard Hazardous Materials Out-of-Service
[Out-of-serviee] Criteria as a guideline.
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The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on February 25,
2016.

TRD-201600943

D. Phillip Adkins

General Counsel

Texas Department of Public Safety

Earliest possible date of adoption: April 10, 2016
For further information, please call: (512) 424-5848

¢ ¢ ¢
TITLE 43. TRANSPORTATION

PART 1. TEXAS DEPARTMENT OF
TRANSPORTATION

CHAPTER 1. MANAGEMENT
SUBCHAPTER E. PROCEDURES IN
CONTESTED CASE

43 TAC §§1.29, 1.37, 1.38

The Texas Department of Transportation (department) proposes
amendments to §1.29, Notice of Hearing, §1.37, Notification of
Decision, and §1.38, Motions for Rehearing, all concerning pro-
cedures in contested cases.

EXPLANATION OF PROPOSED AMENDMENTS

S.B. No. 1267, 84th Regular Session, 2015, amended Gov-
ernment Code, Chapter 2001, the Administrative Procedure Act
(APA) to, among other things, make its deadlines more closely
align with the Texas Rules of Civil Procedure and expand no-
tice requirements. The department's procedures for contested
cases, located in Title 43, Part 1, Chapter 1, Subchapter E of
the Texas Administrative Code must be amended to comply with
the changes to the APA made by S.B. 1267. The amendments
substitute references to the APA for the restatement of statutory
requirements provided in the current rules.

Amendments to §1.29, Notice of Hearing, replace a detailed de-
scription of the required contents of a notice of hearing with the
simpler provision that a notice of hearing will conform with the
notice requirements of the APA, which are provided by Govern-
ment Code, §2001.052, as amended by S.B. 1267.

Amendments to §1.37, Notification of Decision, replace the re-
quirement that a notification of decision will be sent to each party
by first class mail with the statement that a notification will be
sent to each party in the manner required by the APA. S.B. 1267
amended Government Code, §2001.142 to expand the meth-
ods that may be used to send the required notice and to add a
process for determining when the notice was received.

Amendments to §1.38, Motions for Rehearing, make several
changes relating to rehearing requests. The amendments
delete subsection (a) because it is inaccurate; Government
Code, §2001.145 provides exceptions to the requirement that a
motion for rehearing is a prerequisite to an appeal of a decision
or order in a contested case. The amendments also replace the
deadlines for filing a motion for rehearing and a reply to a motion

for rehearing with references to the APA. Those deadlines are
found in Government Code, §2001.146 and were amended by
S.B. 1267. Finally, the amendments replace the statement that
a notice of a ruling on a motion for rehearing will be sent to
each party by first class mail with a statement that a notice will
be sent to each party in the manner required by the APA. S.B.
1267 amended Government Code, §2001.142 to expand the
methods that may be used to send notice of the decision on a
motion for rehearing.

FISCAL NOTE

Mr. Benjamin H. Asher, Interim Chief Financial Officer, has de-
termined that for each of the first five years in which the amend-
ments as proposed are in effect, there will be no fiscal implica-
tions for state or local governments as a result of enforcing or
administering the amendments.

Mr. Jeff Graham, General Counsel, has certified that there will be
no significant impact on local economies or overall employment
as a result of enforcing or administering the amendments.

PUBLIC BENEFIT AND COST

Mr. Graham has also determined that for each year of the first
five years in which the sections are in effect, the public benefit
anticipated as a result of enforcing or administering the amend-
ments will be expanded deadlines and notice requirements ben-
efitting entities involved in contested cases with the department.
There are no anticipated economic costs for persons required to
comply with the sections as proposed. There will be no adverse
economic effect on small businesses.

SUBMITTAL OF COMMENTS

Written comments on the proposed amendments to §§1.29,
1.37, and 1.38 may be submitted to Rule Comments, Office
of General Counsel, Texas Department of Transportation, 125
East 11th Street, Austin, Texas 78701-2483 or to RuleCom-
ments@txdot.gov with the subject line "Contested Case Rules."
The deadline for receipt of comments is 5:00 p.m. on April 11,
2016. In accordance with Transportation Code, §201.811(a)(5),
a person who submits comments must disclose, in writing
with the comments, whether the person does business with
the department, may benefit monetarily from the proposed
amendments, or is an employee of the department.

STATUTORY AUTHORITY

The amendments are proposed under Transportation Code,
§201.101, which provides the Texas Transportation Commis-
sion (commission) with the authority to establish rules for the
conduct of the work of the department, and more specifically,
Government Code, §2001.004, which requires a state agency
to "adopt rules of practice stating the nature and requirements
of all available formal and informal procedures" under the APA.

CROSS REFERENCE TO STATUTE

Government Code, §2001.052, and Chapter 2001, Subchapter
F.

§1.29. Notice of Hearing.

(a) Issuance. The department will issue notice of a hearing in
accordance with the instructions of the judge and by certified or regis-
tered mail to each party's last known address as shown in the depart-
ment's records.

(b) Content. The content of a notice of hearing will conform
with the requirements of the APA. [A netice of hearing is sufficient if
it includes:]
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[(1) a statement of the time, place, and naturc of the hear-

{2y astatement of the legal authority and jurisdiction under
whieh the hearing is to be held;}

H3) reference to the particular sections of the statutes and
rules invelved; and}

H4) a shert; plain statement of the matters asserted ot al-
ternatively; the AL may direet the department to inclade a copy of the
§1.37.  Notification of Decision.

(a) The commission or the executive director, as specified by
statute or department rule, will issue the decision in a contested case.

(b) After [the commission or executive director issues] the de-
cision is issued under subsection (a) of this section, the executive di-
rector will send a copy of the decision [by first elass mail| to each party
or the party's authorized representative in the manner required by the
APA [and will keep an appropriate record of the mailing].

§1.38.  Motions for Rehearing.

fa) Prerequisite to appeal- A motion for rehearing is a prereq-
uisite to appeal]}

(a) [@)] Filing motion. A party must file a motion for rehear-
ing with the executive director within the period provided by the APA
for such a filing. In addition to information required by the APA, the
[20 days after the date the party or party's authorized representative is
notified of the deeision: For purposes of this subseetion; a party or at-
torney of record is presumed notified on the third day after the date that
the deeision or order is mailed by first-elass mail: The] motion must
contain:

(1) the name and representative capacity of the person fil-
ing the motion;

(2) thestyle and official docket number assigned by SOAH,
and a department reference number, if applicable;

(3) the date of the decision or order; and
(4) a concise statement of each alleged error.

(b) [€e)] Reply to motion for rehearing. A reply to a motion
for rehearing must be filed with the executive director within the pe-
riod provided by the APA for such a reply. [30 days after the date the
For purpeses of this subseetion; a party or attorney of record is pre-
sumed notified on the third day after the date that the decision or order
is mailed by first-elass maik]

(c) [€)] Ruling on motion for rehearing. The commission or
the executive director, as specified by statute or department rule, will
rule on a motion for rehearing and issue the ruling in accordance with
the APA.

(d) [€e)] Notice of ruling. After [the eommission or exeeutive
director issues] a ruling is issued on a motion for rehearing, the execu-
tive director will send a copy of the ruling in the manner provided by
the APA [by first elass mail] to each party or the party's authorized rep-
resentative [and will keep an apprepriate record of the mailing|.

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on February 25,
2016.

TRD-201600941

Joanne Wright

Deputy General Counsel

Texas Department of Transportation

Earliest possible date of adoption: April 10, 2016
For further information, please call: (512) 463-8630

¢ ¢ ¢

CHAPTER 15. FINANCING AND
CONSTRUCTION OF TRANSPORTATION
PROJECTS

SUBCHAPTER E. FEDERAL, STATE, AND
LOCAL PARTICIPATION

43 TAC §15.52

The Texas Department of Transportation (department) proposes
amendments to §15.52, concerning Agreements.

EXPLANATION OF PROPOSED AMENDMENTS

Subchapter E of 43 TAC Chapter 15 describes federal, state, and
local responsibilities for cost participation in highway improve-
ment projects. These amendments make several changes to
§15.52, Agreements.

Amendments to §15.52(3)(A)(i)(I) change one of the criteria
allowed for an adjustment to a local government's fixed price
amount obligation under a joint participation agreement be-
tween the department and a local government for a highway
improvement project. The amendments change the phrase "site
conditions change" to allow an adjustment if certain conditions
encountered at the project site differ materially from those
indicated in or expected under the contract for the project, as
described by 23 C.F.R. §109. The term "differing site conditions"
is used to be consistent with those federal regulations.

Amendments to §15.52(3)(A)(ii)(Il), change the wording of a fac-
tor that the department will consider when determining the fixed
price amount. Currently, the rule provides "the need for expedi-
tious project completion" as one of those factors. The amend-
ment changes that wording to "the need for accelerated project
delivery" in order to be consistent with the terminology used in
Federal Highway Administration programs.

Amendments to §15.52(3)(C)(ii)(Ill), change the wording of a fac-
tor that the executive director will consider in approving a request
for periodic payments. Currently, the rule provides "the need
for expeditious project completion" as one of those factors. The
amendment changes that wording to "the need for accelerated
project delivery." This change is consistent with the change made
to §15.52(3)(A)ii)(I1).

Amendments to §15.52(5) change the phrase "significantly
changed site conditions" to "significantly differing site condi-
tions" to correspond to the changes made by the amendments
to §15.52(3)(A)(i)(I) described above.

Amendments to §15.52(6)(A) correct the reference to the rule
provision that allows an adjustment to a local government's fixed
price obligation under a joint participation agreement.

Amendments to §15.52(6)(B)(ii) provide that, when the speci-
fied percentage method of payment is used, the local govern-
ment, rather than the department, is responsible for any extra
funds required to complete the project. Under §15.52(6)(B)(ii),
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as amended in 2014, the department determines the final cost
of a project after its completion. If the department finds that
the amount received is insufficient to pay the local government's
funding share, the rule provides that the department is to pay the
balance. If the amount received exceeds the local government's
funding share, the excess is returned to the local government.
This change more appropriately allocates the risk of cost over-
runs to the party that has the ability to manage the cost of the
project.

Amendments to §15.52(6)(C) provide that, when the periodic
payment method is used, the local government, rather than
the department, is responsible for any extra funds required to
complete the project. This is similar to the change made to
§15.52(B)(ii) to cover the insufficiency, and more appropriately
allocates the risk of cost overruns to the party that has the ability
to manage the cost of the project.

Amendments to §15.52(8)(D)(iii) change one of the factors that
the department evaluates to determine whether to approve a
local government's request to manage one or more elements
of performance of a project from "need for expeditious project
completion" to "the need for accelerated project delivery." This
change is made to be consistent with the changes made in
§15.52(3)(A)(ii)(II).

FISCAL NOTE

Benjamin H. Asher, Interim Chief Financial Officer, has deter-
mined that for each of the first five years in which the amend-
ments as proposed are in effect, there will be no fiscal implica-
tions for state or local governments as a result of enforcing or
administering the amendments.

Ms. Janice Mullenix, Director, Contracts and Purchasing,
has certified that there will be no significant impact on local
economies or overall employment as a result of enforcing or
administering the amendments.

PUBLIC BENEFIT AND COST

Ms. Mullenix has also determined that for each year of the first
five years in which the sections are in effect, the public benefit
anticipated as a result of enforcing or administering the amend-
ments will be a more precise estimation of total project cost,
thereby improving the local government and department budget-
ing process. There are no anticipated economic costs for per-
sons required to comply with the sections as proposed. There
will be no adverse economic effect on small businesses.

SUBMITTAL OF COMMENTS

Written comments on the proposed amendments to §15.52 may
be submitted to Rule Comments, Office of General Counsel,
Texas Department of Transportation, 125 East 11th Street,
Austin, Texas 78701-2483 or to RuleComments@txdot.gov with
the subject line "Federal, State, and Local Participation Rules."
The deadline for receipt of comments is 5:00 p.m. on April 11,
2016. In accordance with Transportation Code, §201.811(a)(5),
a person who submits comments must disclose, in writing
with the comments, whether the person does business with
the department, may benefit monetarily from the proposed
amendments, or is an employee of the department.

STATUTORY AUTHORITY

The amendments are proposed under Transportation Code,
§201.101, which provides the Texas Transportation Commission
with the authority to establish rules for the conduct of the work
of the department.

CROSS REFERENCE TO STATUTE

Transportation Code, Chapter 221; Transportation Code, Chap-
ter 222, Subchapter C; and Transportation Code, §224.033.

§15.52.  Agreements.

This section describes the contents of the department's joint participa-
tion agreement with a local government for a highway improvement
project and the responsibilities of the parties to such an agreement.

(1) Right of entry. If the local government is the owner of
the project site, it shall permit the department or its authorized repre-
sentative to occupy the site to perform all activities required to execute
the work.

(2) Right of way and utility relocations and adjustments.
The local government will provide all necessary right of way and utility
relocations and adjustments, whether publicly or privately owned, in
accordance with §15.55 of this subchapter (relating to Construction
Cost Participation). Existing utilities will be relocated and adjusted by
the local government with respect to location and type of installation
in accordance with the requirements of the department under §21.21
of this title (relating to State Participation in Relocation, Adjustment,
and/or Removal) and Chapter 21, Subchapter C of this title (relating to
Utility Accommodation).

(3) Funding arrangement. The agreement will specify the
funding arrangement agreed upon by the department and the local gov-
ernment. The funding arrangement shall include any adjustments re-
quired by §15.55 of this subchapter. The funding arrangement agreed
upon by the department and the local government for drainage con-
struction costs will be as specified under §15.54(e) of this subchapter
(relating to Construction).

(A) Standard (fixed price). The fixed price amount will
be based on the estimated cost of the work to be performed by the
department on a project for which state or federal funds are received.

(i) A local government is responsible for the fixed
price amount, which is not subject to adjustment unless:

(1) differing site conditions are encountered
[ehange];

(1) work requested by the local government is
ineligible for federal participation; or

(I1I) the adjustment is mutually agreed on by the
department and the local government.

(it) In determining the fixed price amount, the de-
partment will consider:

(1) requests by the local government to include
work that is ineligible for federal or state participation;

(II) the need for accelerated project delivery
[expeditious project completion];

(11l)  the type of work proposed and the ability to
accurately estimate its cost; and

(IV) any other considerations relating to the ben-
efit of the state, the traveling public, and the operations of the depart-
ment.

(iii) The department may refuse to enter into an
agreement with a local government that has not previously complied
with the financial obligations under an agreement entered into under
this subchapter.

(B) Specified percentage. If approved by the executive
director, the local government is responsible for all, or a specified per-
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centage, as shown in Figure: 43 TAC §15.55(c) of this subchapter, of
the direct costs incurred by the department for preliminary engineering,
construction engineering, construction, and right of way, as well as the
direct cost for any work included in the project which is ineligible for
federal or state participation. For federally funded non-construction
programs, the local government is responsible for any required match
and for any work included that is ineligible for federal or state partici-
pation. The department will accept in-kind contributions for matching
funds or other funds only under agreements that do not include high-
way construction.

(C) Periodic.

(i) The executive director may approve a local gov-
ernment to make periodic payments of its funding share only if:

(1) the periodic payments sought are based on the
estimated cost for the work for which the funds are received and the
local government proposes a schedule to repay the entire amount; and

(1I) the local government does not have a delin-
quent obligation to the department, as defined in §5.10 of this title (re-
lating to Collection of Debts).

(i) In approving a request for periodic payments,

the executive director will consider:
(1) inability of the local government to pay its to-
tal funding share prior to the department's scheduled date for contract

letting, based upon population level, bonded indebtedness, tax base,
and tax rate;

(II) past payment performance;

(IlI) need for accelerated project delivery
[expeditious project completion];
(IV) whether the project is located in a local gov-

ernment that consists of all or a portion of an economically disadvan-
taged county; and

(V) any other considerations relating to the ben-
efit of the state, the public, and the operations of the department.

(D) Oft-State Highway System Bridge Program. For
projects funded in the Off-State Highway System Bridge Program, the
local government is responsible for a fixed amount that is based on the
specified percentage, as shown in Figure: 43 TAC §15.55(c) of this
subchapter, of the estimated direct costs for preliminary engineering,
construction engineering, and construction, and for the actual direct
costs for right of way and eligible utilities. The estimated direct costs
that will be used to establish the fixed amount under this subparagraph,
are based on the department's estimate of the eligible work at the time
the agreement is executed. The local government is responsible for the
estimated direct cost of any project cost item or portion of a cost item
that is not eligible for federal participation under the Highway Bridge
Program, 23 U.S.C. §144 and Highway Bridge Replacement and Reha-
bilitation Program, 23 C.F.R. §650 Subpart D. The fixed amount under
this subparagraph will be adjusted through the execution of an amend-
ment to reflect additional costs resulting from changes made at the re-
quest of the local government, either during preliminary engineering
or construction.

(4) Interest. The department will not pay interest on funds
provided by the local government. Funds provided by the local gov-
ernment will be deposited into, and retained in, the state treasury.

(5) Amendments. In the case of significantly differing
[changed] site conditions or other mutually agreed upon changes in
the scope of work authorized in the agreement, the department, and
the local government will amend the funding agreement, setting forth

the reason for the change and establishing the revised participation to
be provided by the local government.

(6) Payment provision. The agreement will establish the
conditions for payment by the local government, including, but not
limited to, the method of payment and the time of payment.

(A) Standard (fixed price). If a fixed price funding ar-
rangement is used, the fixed price amount is not subject to adjustment,
except as provided for in paragraph (3)(A)(i) [(3)B)] of this section.

(B) Specified percentage.

(i) Upon execution of the agreement or at a later
date, unless periodic payments have been requested by the local gov-
ernment and approved by the executive director, the local government
will pay, as a minimum, its funding share for the estimated cost for
any right of way and preliminary engineering for the project. Unless
periodic payments have been requested by the local government and
approved by the executive director, the local government, before the
department's scheduled date for contract letting, will remit to the de-
partment an amount equal to the remainder of the local government's
funding share for the project.

(ii)  After the project is completed the final cost will
be determined by the department, based on its standard accounting pro-
cedures. Ifit is found that the amount received is insufficient to pay the
local government's funding share, then the department will notify the
local government of the amount of the difference and the local govern-
ment shall promptly transmit that amount to the department [shall pay
the balanee]. If it is found that the amount received is in excess of the
local government's funding share, the excess funds paid by the local
government shall be returned.

(C) Periodic. After a periodically paid project is com-
pleted, the final cost will be determined by the department based on its
standard accounting procedures. If it is found that the amount received
is insufficient to pay the local government's funding share, then the
department will notify the local government of the amount of the dif-
ference and the local government shall promptly transmit that amount
to the department [shall pay the balanee]. If it is found that the amount
received is in excess of the local government's funding share, the ex-
cess funds paid by the local government shall be returned.

(D) Off-State Highway System Bridge Program. For
projects funded in the Off-State Highway System Bridge Program, the
department will determine the final cost after the project is completed,
based on its standard accounting procedures. The department will no-
tify the local government of any amount due for payment of costs re-
lated to changes made at the request of the local government. The local
government shall promptly transmit the required amount to the depart-
ment.

(E) Valuation of in-kind contributions. Before the de-
partment may enter an agreement under which goods, services, or real
estate are accepted rather than financial consideration, the department
will document a value for the in-kind contributions consistent with 49
C.FR. §18.24.

(7) Termination. If the local government withdraws from
the project after the agreement is executed, it shall be responsible for
all direct and indirect project costs incurred by the department for the
items of work in which the local government is participating.

(8) Responsibilities of the parties. The local government
and the department shall identify in the agreement which party will pre-
pare or provide construction plans, perform construction, advertise for
bids, award a construction contract, and perform construction super-
vision. Activities assigned to the local government must comply with
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subparagraph (A) of this paragraph and have the approvals required by
subparagraph (B) of this paragraph.

(A) Local government performance and management
of projects. For state highway improvement projects and other projects
using state or federal funds, the agreement between the department and
a local government may provide for the local government to:

(i) perform, using employees under the direct con-
trol of the local government, a highway improvement project on the
state highway system;

(i) outsource preliminary project engineering and
design, bid opening, award of construction to a contractor, and con-
struction management by the local government or a consultant hired
by the local government of an improvement project for which reim-
bursement is requested;

(iii)  contract for highway construction; or
(iv) perform other projects as authorized by law.

(B) Approval authority. Before a local government may
perform an act described in subparagraph (A) of this paragraph, the ex-
ecutive director must authorize the local government to perform that
act. The executive director may also approve the performance by em-
ployees of the local government of projects or activities appurtenant to
a state highway, including drainage facilities, surveying, traffic counts,
driveway construction, landscaping, guardrails, and other items inci-
dental to the roadway itself, such as signing, pavement markings, sig-
nals, illumination, and traffic management systems.

(C) Conditions. A local government may perform an
act described in subparagraph (A) of this paragraph only if:

(i) the local government commits in the agreement
to comply with all federal, state, and department requirements, stan-
dards, and specifications, and agrees to forfeit any claim to federal and
state reimbursement if they fail to comply;

(ii) the project is authorized by the commission in
the current Unified Transportation Program or by a specific minute or-
der;

(iii) aproject on the state highway system performed
or managed by a local government is operationally beneficial to the
state;

(iv) aroadway construction project requested by the
local government that is to be on the state highway system, for which
local management is proposed, is funded with at least 50 percent of the
funds coming from a non-federal and non-state source, unless a lesser
percentage is approved by the executive director;

(v) thelocal government agrees to pay any cost over-
runs in addition to its local participation on an off-state highway system
bridge program project for which local management is proposed; and

(vi) the department reviews and approves all plans,
contract awards, and change orders.

(D) Approval. The department will not approve any
project that includes the local government improving freeway main-

lanes on the state highway system, without express written approval of
the executive director. In determining its approval or disapproval of
local government's request to manage one or more elements of perfor-
mance and management of a project, the department will evaluate the
following criteria:

(i) previous experience of the local government in
performing the type of work proposed;

(ii)  the capability of the local government to perform
the type of work proposed or to award and manage a contract for that
work in a timely manner, consistent with federal, state, and department
regulations, standards, and specifications;

(iii) the need for accelerated project delivery
[expeditious project completion];

(iv)  department resources available to perform or
manage the highway improvement project in an efficient and timely
manner;

(v) cost effectiveness of local performance of the
work as compared to awarding the highway improvement project
through the competitive bidding process; and

(vi) any other considerations relating to the benefit
of the state, the traveling public, and the operations of the department.

(9) Acknowledgment. The local government must ac-
knowledge in the agreement that while not an agent, servant, nor
employee of the state, it is responsible for its own acts and deeds and
for those of its agents or employees during the performance of the
work authorized in the contract.

(10) Local regulations. If any existing, future or proposed
local ordinance, commissioners court order, rule, policy, or other di-
rective, including, but not limited to, outdoor advertising or storm wa-
ter drainage facility requirements, that is more restrictive than state or
federal regulations, or any other locally proposed change, including,
but not limited to, plats or re-plats, results in any increased cost to the
department for a highway improvement project, the local government
must commit in the agreement to being responsible for all increased
costs associated with the ordinance, order, policy, directive, or change,
regardless of the funding arrangement specified in the agreement.

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on February 25,
2016.

TRD-201600942

Joanne Wright

Deputy General Counsel

Texas Department of Transportation

Earliest possible date of adoption: April 10, 2016
For further information, please call: (512) 463-8630
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