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INTRODUCTION

At the beginning of the 79th Legislature, the Honorable Tom Craddick, Speaker of the Texas
House of Representatives, appointed nine members to the House Committee on State Affairs:
David Swinford, Chairman; Sid Miller, Vice-Chairman; Jessica Farrar; James Keffer; Mike
Villarreal; Trey Martinez Fischer; Byron Cook; Dan Gattis; and Martha Wong, Members.

On October 19, 2005, Speaker Craddick issued five interim charges to the House Committee on
State Affairs. An additional interim charge was added on December 7, 2005.

This report outlines the committee's research regarding each interim charge in three parts. First,
a brief background is provided regarding the charge being studied. Second, information
collected through committee hearings and research is summarized. Third, the committee states
its recommendations, if any, regarding each interim charge; however, the committee does not
offer specific legislative proposals at this time.

The committee recognizes that many issues before it have multiple solutions and legislation
needed to address these issues must be the products of compromise and negotiation that simply
are beyond the scope of an interim committee's work. Interim committee hearings do not provide
sufficient opportunities for interested parties and the public to participate in the formulation of
legislation and offer their perspectives on the issues, as they can during a full legislative hearing
process.

The issues explored in this report will be important matters for the 80th Legislature to consider
during the upcoming session, and this committee expects to address legislation related to these
issues. Every effort has been made to ensure that the information presented in this report is
accurate as of September 1, 2006. The committee intends this report to be used as a reference for
Members, staff, and interested parties when these issues are discussed during the 80th
Legislature.

Finally, the committee would like to thank the state agencies and others who assisted the
committee by supplying valuable information for the preparation of this report. The committee
would also like to thank all of the witnesses who took the time to participate in the hearings.




HOUSE COMMITTEE ON STATE AFFAIRS

INTERIM STUDY CHARGES AND SUBCOMMITTEE ASSIGNMENTS
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. Monitor agencies and programs under the committee's jurisdiction, including

identifying possible ways to merge or stream line agency functions to produce
long-term financial benefits to the state and better efficiency of the agencies.

. Examine scientific advances made on stem cell research.
. Monitor rule making of parental consent for the performance of an abortion.

. Review and consider all issues involved with a pharmacist refusal to dispense a

drug.

. Study the problem of identity theft, and recommend any legislative changes

needed to combat the problem. (Joint Interim Charge with the House
Committee on Business and Industry)

. Examine the compliance of cigarette manufacturing companies with the 1998

Tobacco Settlement with reference to sales to minors, and the progress toward
meeting the state's tobacco use goals and the cost of tobacco use to the state.
(Joint Interim Charge with the House Committee on Public Health)




CHARGE 1. Monitor agencies and programs under the committee's jurisdiction,

including identifying possible ways to merge or stream line agency

functions to produce long-term financial benefits to the state and better
efficiency of the agencies.







Introduction

The House Committee on State Affairs shall have jurisdiction over all matters pertaining to the
following state agencies: the Council of State Governments, the National Conference of State
Legislatures, the Governor's Office, the Texas Building and Procurement Commission, the State
Aircraft Pooling Board, the Department of Information Resources, the Inaugural Endowment
Fund Committee, and the Texas Residential Construction Commission.'

Texas Building & Procurement Commission (TBPC)
Mission

The mission of the Texas Building & Procurement Commission is to lead the State of Texas
procurement and contracting communities with enhanced services, innovative systems and best
practices to further encourage competition and operational efficiency for the benefit of state
agencies, local government entities, and the vendor community.

Forecasts and Trends

In order for the TBPC to support any increase in state spending and to leverage its buying power
to ensure the lowest possible prices for the state, there must be an organized and centralized
procurement operation. As the state’s current procurement process exists, it will not be able to
handle the increase in state spending in the most efficient manner. The TBPC believes that the
State of Texas needs to modernize its procurement system and implement a statewide strategic
procurement operation. The TBPC has analyzed the procurement division processes, systems,
and client needs and has outlined strategic initiatives that will improve the division’s services to
the state.

Strategic Initiatives

Procurement Portal Development

The TBPC recommends developing an online procurement portal for buyers, contract managers,
and vendors that will centralize all purchasing activities via one simple login. The procurement
portal will provide information for each entity in the procurement process on how to conduct its
procurement functions. Currently, functions of the procurement process are housed in different
systems and linked through the internet. The portal will centralize the Central Masters Bidders
List, the cooperative purchasing program, bid opportunities, Historically Underutilized Business
vendor information, and will control the purchase order process. Not only will the portal
simplify the procurement process for the procurement and contracting community, but it will
eliminate excessive paperwork and burdensome procedures for the TBPC procurement division.
The centralized procurement portal is necessary in order for the state to effectively handle any
increase in state spending.

' Texas. House of Representatives. Rules and Precedents of the Texas House. January 2005. 79th Legislature.
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Online Term Contracts Shopping Environment

Currently, in order for a state agency to purchase off a state term contract, the agency must access
a complicated webpage with term contract numbers and codes; none of the commodities are
alphabetized and there exists no search engine to simplify the purchasing process. The TBPC
proposes an easier way to purchase from state contracts: a large-scale search engine that will
simplify the buying process. Essentially, the buyer will enter the commodity or service that he or
she is looking for on a state term contract, and items within the state’s term contract will appear
on the screen, much like a consumer purchasing site (Amazon, eBay, etc.). The term contract
purchasing site will be located on the one-stop portal site described above. '

Procurement and Contracting Centralized Data Warehouse

As the agency charged with statewide procurement and contracting policy, the TBPC
recommends collecting all State of Texas procurement and contract information in a centralized
database at the TBPC. Information within the data warehouse will include contract spend data
for purchases made from open market requests, spot purchases from credit cards, and delegated
purchases of other agencies which will be uploaded routinely by each agency. The data
maintained in the centralized data warehouse will have to be mapped to the current comp object
codes at the Comptroller’s Office. This will enable the state to effectively analyze state spending
and accurately assess the costs and pricing for state purchases. With this pricing information
available, the state will be able to leverage its buying power, maximize its procurement resources
by minimizing the number of contracts, and therefore ensure the best value for the state.

Quality Assurance and Agency Customer Service Rating

Currently the TBPC does not have a mechanism to consistently capture vital vendor performance
feedback. Through the implementation of the procurement portal mentioned above, the TBPC
will simplify the process by which it gathers this vital performance information. For purchase
orders that are processed through contracts awarded by the TBPC, we will require the purchasing
entity to enter both vendor performance data and the TBPC customer service data in a user-
friendly format. We will establish a purchase order close-out process which will entail a five-
question-pop-up window to obtain vendor performance and the TBPC customer service data.

Clarify State of Texas Contract Management Best Practices

Based on recent feedback, inquiries, and comments from the State of Texas contracting
community, the TBPC needs to better define the functions of contract managers and train state
agencies on the importance of identifying and implementing best practices for contract
management. Improved contract management across state agencies will instill a cost-conscience
contract administration and standardize the contracting process.

Historically Underutilized Business (HUB) System Enhancements

The TBPC is currently conducting a disparity study using a private consulting firm. The intent of
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the study is to determine if a disparity currently exists between small, minority-owned businesses
and other businesses throughout the state. The study will provide information for both the TBPC
and the Legislature in regards to any modifications that need to be made in order to improve the
HUB program.

Technological Developments

To ensure that the TBPC will be able to meet the challenges of the future and realize the
maximum potential for savings and efficiencies, the TBPC needs to transform the information
technology operation into an infrastructure that is modern and advanced and a strategy that is
more proactive, innovative, and efficient.

Current Assessment

The Commission is currently exploring a wide range of initiatives aimed at increasing the quality
of information provided to the TBPC management and the state. Currently, commissioners and
executive management do not have requisite access to information to drive the innovative
business decisions necessary to achieve greater statewide procurement cost savings and advance
procurement and contracting practices. Furthermore, the TBPC’s customers, including state
agencies, local governments and school districts, do not have access to systems that allow them
to effectively use our procurement and contracting services and resources.

With the exception of the Facilities Construction and Space Management and the Facilities
Management Divisions, the TBPC has a patchwork of databases and applications that support its
core functions. This patchwork system is very resource intensive when preparing reports and
analyzing data and the lack of interoperability of the TBPC systems produces a frustrating and
cumbersome environment for the end users of the systems. End users need a more aesthetically
pleasing, intelligible and responsive system that welcomes them and creates a desire to use the
system.

The technology currently in place to deliver statewide procurement and contracting services is
somewhat self-defeating. On the one hand, the TBPC endeavors to market our services and
contracts to other state and local governmental entities to increase our volume and purchasing
power while offering the client access to lower prices. On the other hand, the TBPC is
supporting this activity with technology applications that the customers do not want to use and
often do not know how to use. For example, over 1600 Co-Op members are manually faxing in
their requests and every state agency uses a non-automated process of submitting their
procurement requests, each of which are unique from one another.

Aside from our need to consolidate purchasing volume and strategies and deliver good customer
service, the TBPC management needs complete and accurate information in a centralized
location to accurately track the progress of agency goals and to conduct the spend analyses and
studies mentioned under the strategic initiatives. Similarly, staff needs a reliable centralized
system that will allow efficient daily operations. Accordingly, our IT systems need an overhaul
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in order to provide the TBPC the business intelligence data and centralized reporting capabilities
it requires and to deliver the quality of service the State of Texas deserves.

A comprehensive information technology and business process analysis needs to be done to
identify the most advantageous and cost-effective solutions. This review should be conducted by
a professional information technology consulting firm that is objective, independent and not in
the business of selling or marketing IT merchandise. The TBPC should undertake this review in
partnership with the Department of Information Resources in Fiscal Year 2007.

Legislative Considerations

Agency Restructure

An analysis of the DIR's operations and the TBPC's operations clearly demonstrates a level of
duplicative operational processes when it comes to purchasing, contracting, and vendor
management. The tactical functions of the TBPC and the DIR compliment one another and
would allow each to leverage its strengths. Realigning these procurement functions and
combining the two agencies will provide the innovation and vision necessary to standardize the
State of Texas procurement practices and deliver the strategic initiatives outlined earlier. The
realignment proposal consists of an agency strictly for facilities, and another agency that focuses
on procurement and contracting functions and support services for the state.

The Department of Procurement and Information Resources

The “Department of Procurement and Information Resources” would include all statewide
procurement functions (CMBL/CISV, Co-Op, vendor performance, quality assurance), HUB,
Training and Certification, Office of Vehicle Fleet Management, Quick Copy, Texas Council on
Purchasing from People with Disabilities, the DIR's current operations, a strategic procurement
initiative, and the Contract Advisory Team solicitation review lead. This agency will still secure
statewide contracts for state agencies and Co-Ops to use, conduct non-delegated purchases on
behalf of state agencies, and provide all procurement and contracting support services.

Both the DIR and the TBPC have launched strategic procurement initiatives, however it’s on a
scale that is limited, which minimizes the contract consolidation effectiveness of the plan. The
synergies with this proposal are an important element to focus on. In terms of operational
efficiency, the merging of these entities will clearly deliver standardization of procurement and
contract practices. The alliance of these two agencies would have a strong impact on the
consolidation of contract and procurement data required to fully launch a strategic procurement
initiative. In an effort to gain access to the relevant data for a successful strategic procurement
initiative, the newly formed agency requests a reassessment of procurement statutory exemptions
and delegations for all agencies.

The value to the State of Texas in delivering procurement services via this method lies in
bringing two exceptionally strong, innovative, and operationally sound agencies together to
deliver the strategic initiatives outlined earlier. The suggestion by the TBPC to assess agency
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restructuring to leverage synergy is one that should be explored thoroughly, discussed at great
lengths, and ultimately considered a valuable solution.

Texas Facilities Commission

Texas Facilities Commission is a working title for a proposed new agency which would deal
exclusively with state facilities. The Texas Facilities Commission would consist of the Facilities
Construction and Space Management (FCSM) Division, Facilities Management Division (FMD),
Leasing, Mail Services and Surplus as well as current administrative support, and would be
exempt from procurement oversight of the new agency. This agency will still manage all
building service and maintenance, building construction, statewide leasing, mail operations and
surplus property management.

The need for separate agency status begins with the dollars involved in construction, operations,
and maintenance. The TBPC managed 25 million square feet of leased and owned facilities for
50,000 employees at a cost of $193 million last year. This does not include the cost of the
construction managed by the TBPC on behalf of client agencies. Such expenditures suggest that
these activities justify being attended by a clearly focused and identifiable group.

The mission of the current FCSM and FMD divisions is to plan, provide, and manage facilities to
house the operations of state government. Currently, these functions are among other activities
under the umbrella of the TBPC which do not directly relate to facilities. This sometimes results
in the availability of facilities-related services going unrecognized or ignored by potential client
agencies, notwithstanding their statutory obligation to make use of such services.

In order to be recognized and utilized in accordance with long-standing legislative intent,
facilities-related services need a stand-alone identity; an address; a presence.

The need for a separate entity to deliver facilities services seems clear, considering the unique
and specialized nature of the functions, the magnitude of the budget, liability and complexity of
the tasks. Creating a comprehensive and dedicated facilities agency would also provide a more
easily recognized base for the generation of standards of practice with broader state-wide
application, such as the Uniform General Conditions and the Facilities Master Plan now
generated by FCSM, as well as for new initiatives in such areas as energy conservation and
sustainable construction.

Such an entity could be organized and managed in a way more specific to the unique nature of its
activities and avoid administrative imperatives more broadly designed to accommodate other
activities. Moreover, it would allow appointment of a commission, more heavily comprised of
individuals experienced in the activities of the new agency and allow those individuals to focus
on facilities related issues without the added requirements of many other programs. In summary,
the operation of maintaining the state’s physical plant, serving as the state’s leasing agent and
tenant representative, providing the state’s space planning services and managing the state’s
construction, renovation and major maintenance projects does not lend itself to residing in an
agency with many other priorities.
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The core activities of the current facilities group and the proposed TFC are:

Space management (including Leasing and Acquisition)
Construction (including all related activities, such as design, etc.)
Operations (administrative and technical-engineering level)
Maintenance (custodial and technical-mechanics level)

The above list does not represent an organization chart, but merely an indication of the core
functions upon which organizational responses and ancillary activities are developed. Together,
these core activities form the basis for identifying a stand-alone agency.

Abolish the Office of Vehicle Fleet Management (OVFM)

The Office of Vehicle Fleet Management assists state agencies, institutions of higher education
and executive levels of state government by providing fleet management services to maintain an
efficient and effective statewide vehicle fleet. OVFM should shift its focus from regulation and
oversight to the provision of fleet support services. Agencies use vehicles to meet their strategic
mission. Consequently, agencies should know how best to use these assets to support their
mission and how many vehicles they need. This shift would eliminate the need for a specific
office or department dedicated to fleet management regulation. The provision of vehicle-related
contracts should be provided by the statewide procurement office.

State Aircraft Pooling Board

H.B. 2702 of the 79th Regular Legislature abolished the State Aircraft Pooling Board transferring
all powers, duties, obligations, rights, contracts, bonds, appropriations, records, and real or
personal property of the Board to the Texas Department of Transportation.

Department of Information Resources (DIR)
Main Functions®

The DIR is responsible for the effective planning, implementation, and management of a
statewide technology infrastructure that supports agency business operations. The DIR is also
responsible for a cooperative contracts program that enables government entities to efficiently
pool their purchasing power to drive down costs. The program provides an effective
procurement channel to thousands of public sector entities across Texas. The DIR’s role as the
provider of choice for state and local governments outside of Texas has also grown.

Another key function is the adoption of statewide technology rules and standards, and the
development of guidelines and practices that contribute to effective enterprise management of
information and communications technology. Additionally, the DIR is responsible for ensuring

* Texas. Department of Information Resources. Overview of Agency Scope and Functions. Updated September 7,
2006. Accessed September 21, 2006. http://www.dir.state.tx.us/dir_overview/index.htm
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that agencies and universities are informed of technology trends and methods for securing
information assets, that the state’s electronic government portal (TexasOnline) performs
flawlessly, that statewide telecommunication operations are reliable and efficient, and that the
Texas Legislature stays informed on information technology issues.

Legislative Considerations

Executive Member Designation

Under current law, six state agencies serve as ex officio members of the DIR board of directors.
The agencies alternate in groups of three serving two years terms on the board. The agencies and
their representatives named in the law are:

The Commissioner of Workers’ Compensation

The Executive Commissioner of the Health and Human Services Commission
The Executive Director of the Texas Department of Transportation

The Commissioner of Education

The Executive Director of the Texas Department of Criminal Justice, and

The Executive Director of the Texas Parks and Wildlife Department.

The law also states that an ex officio member may designate the information resources manager
of the member’s agency to serve in the member’s place.

It has been suggested that legislation be written to allow the ex officio member to designate
another executive of the member’s agency to serve in the member’s place.

As the governing body for the DIR, the DIR board of directors has policymaking authority. The
ex officio members have policymaking authority for their respective agencies, and carry that
perspective and role with them to the DIR board. This statutory change will ensure that the ex
officio agency is represented by a representative with the same authority as the original ex officio
member of the board.

Texas Commissioner of Insurance

As noted above, one of the ex officio members of the DIR board of directors is the
Commissioner of Workers’ Compensation. In the 2005 regular legislative session, the Texas

Workers' Compensation Commission was made part of the Texas Department of Insurance
(TDI).

It has been suggested that legislation be written to change the ex officio member of the DIR
board from the Commissioner of Workers’ Compensation to the Commissioner of Insurance.

Each of the ex officio members of the DIR board is the head of an agency. Since the
Commissioner of Workers’ Compensation now leads a division of the TDI, the ex officio
member of the DIR’s board should be the Commissioner of Insurance. If the executive member

17



designation recommendation above is adopted, the Commissioner of Insurance would be allowed
to designate the Commissioner of Workers’ Compensation as the agency’s ex officio
representative to the DIR board.

Contributions During Emergency Situations

During the response to hurricanes Katrina and Rita in 2005, some technology companies wanted
to make contributions to the state to assist in the response. For example, Microsoft was willing
to provide software to assist in finding and tracking New Orleans residents that evacuated the
area. Because the DIR does not have the legal ability to accept such gifts, more complicated
arrangements had to be made for Microsoft to provide that assistance.

It has been suggested that legislation be written to allow the DIR board to accept gifts in a public
meeting on behalf of the State. This recommendation - allowing the DIR executive director to
accept gifts on behalf of the board in emergency situations, with the requirement that the board
be informed of the gift no later than the next board meeting - allows for emergency situations, the
condition under which most gifts are likely to be given.

Texas Residential Construction Commission (TRCC)

Responsibilities’

The Texas Residential Construction Commission promotes quality construction for Texans by
effectively and efficiently performing its statutory functions. Principally, the TRCC is
responsible for:

e Maintaining the state’s minimum warranties and performance standards for residential
construction

Overseeing the state inspection process when a post-construction defect is alleged
Assisting consumers with complaints about residential builders and remodelers
Educating Texas consumers and the residential construction industry

Registering residential construction projects

Registering residential builders and remodelers

Administering the Star Builder program for certain builders and remodelers

Enforcing statutory and regulatory requirements for registered builders and remodelers

Legislative Considerations Regarding the Property Code

Technical Fixes

Amend Section 401.003(c) to remove the term “political subdivision” to ensure consistency with
the Attorney General Opinion that a person cannot avoid registration with the TRCC by

> Texas. Residential Construction Commission. On The Level. As of August 31, 2006. Accessed October 1, 2006.
http://www.trcc.state.tx.us/Publications/resources/09292006 _OnTheLevel 4th Quarter 06.pdf
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registering with a municipality.

In Section 416.008(d), clarify the authority for the hearings officer to grant a motion for
continuance filed by the TRCC even if the applicant does not consent.

In Chapter 418, clarify the TRCC’s authority to take administrative action simultaneously against
the builder/remodeler and the agent, individually, and to make the agent and the
builder/remodeler jointly and severally responsible for any amounts due to the TRCC (Office of
the Attorney General Request).

In Chapter 418, clarify the authority of the TRCC to seek reimbursement of Sponsored Inspection
and Dispute Resolution Process fees and failed payments in addition to the amount of the
administrative penalty.

Expand the authority explicitly granted in Section 418.001(6) to allow for administrative action
against an applicant or a registrant for failure to make good on payment to the TRCC to include
all forms of payment.

Remove the phrase “In a contested case involving disciplinary action” from Section 419.001 to
eliminate the potentially circular reference to Section 418.001(7).

In Section 430.001 and others, update the code references to read “currently adopted.”

Amend the term builder in Section 430.001(f) to clarify the relationship that may arise with a
developer or marketing company selling a home to the initial homeowner.
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CHARGE 2. Examine scientific advances made on stem cell research.
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Background

A totipotent cell has the capacity to form an entire organism. Human development begins when
a sperm fertilizes an egg and creates a single totipotent cell. In the first hours after fertilization,
this cell divides into identical totipotent cells. Approximately four days after fertilization and
after several cycles of cell division, these totipotent cells begin to specialize.’

A zygote is the cell formed by the union of a male sex cell (a sperm) and a female sex cell (an
ovum or egg).” Once that single cell starts dividing it is known as an embryo which includes the
early stages of growth and differentiation from fertilization to, in humans, the beginning of the
third month of pregnancy. After that point in time, the developing organism is referred to as a
fetus.’

WHAT ARE STEM CELLS?

FERTILIZED EGG (ZYGOTE)
TOTIPOTENT

1. EMBRYONIC STEM CELLS
(WITHIN THE BLASTOCYST)
PLURIPOTENT

MULTIPOTENT

2. ADULT 3 ) (6
STEM CELLS \#\_/ "

BLOOD STEM CELLS OTHER COMMITTED

STEM CELLS (NEURONS, MUSCLE, NERVE ETC.)
SPECIALIZED l

CELLS: )
RED BLOOD WHITE BLOOD Brinklzy 4

CELLS PLATELETS CELLS
ADAPTED FROM WWW.NIH.GO V/NEWS/STEMC ELL/FIG2.GIF

Figure’

Totipotent is as opposed to pluripotent and multipotent. Totipotent cells have total potential.
They specialize into pluripotent cells that can give rise to most, but not all, of the tissues
necessary for fetal development. Pluripotent cells undergo further specialization into multipotent

* MedTerms Dictionary. Definition of Totipotent. MedicineNet.com. Accessed October 5, 2006.
http://www.medterms.com/script/main/art.asp?articlekey=18261

* MedTerms Dictionary. Definition of Zygote. MedicineNet.com. Accessed October 5, 2006.
http://www.medterms.com/script/main/art.asp?articlekey=6074

% MedTerms Dictionary. Definition of Embryo. MedicineNet.com. Accessed October 5, 2006.
http://www.medterms.com/script/main/art.asp?articlekey=3225

7 Brinkley, William, Dr. Baylor College of Medicine. Provided in testimony Before the House Committee on State
Affairs. September 26, 2006.
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cells that are committed to give rise to cells that have a particular function. For example,
multipotent blood stem cells give rise to the red cells, white cells, and platelets in the blood.’

Stem cells can be derived from three general sources: specialized tissue such as umbilical cord
blood, embryos, and embryo-like cells. Regardless of the source, stem cells will be one of two
types, adult or embryonic.

Adult Stem Cells and Umbilical Cord Blood Stem Cells

Adult stem cells are committed, tissue specific cells. Rather than typically giving rise to all of
the cells of the body, these cells are capable of giving rise only to the cells of a specific tissue or
organ. There are believed to be 20 or more different types of adult stem cells that are potentially
amenable to manipulation.’

However, there are some models of bone marrow transplantation in rats with damaged livers in
which the liver partially re-grows with cells that are derived from transplanted bone marrow.
Similar studies can be done showing that many different cell types can be derived from each
other. It appears that heart cells can be grown from bone marrow cells, that bone marrow cells
can be grown from stem cells derived from muscle, and that brain stem cells can turn into almost

anything."”

Great strides have been made recently in demonstrating the ability of adult stem cells to acquire
embryonic stem cell-like capabilities.” Adult stem cells from tissues outside the bone marrow,
have improved motor and sensory function in more than 60 spinal cord injury patients,* allowed
researchers to grow bladders from children’s own cells', caused remission of Parkinson’s
symptoms for 5 years or more'*, and repaired corneas."

Specially approved by the Texas Legislature and unique in the states, the Texas Cord Blood Bank
- managed by South Texas Blood and Tissue Center - is a source of ethnically diverse, life-saving
umbilical cord blood. Cord blood is the blood that is left over in the placenta (afterbirth) when a
baby is born. This blood, which is normally discarded, was used by the infant to transport

8 Lill, Michael, MD. Stem Cells... What Are Tl hey? Ed. Frederick Hecht, MD. Revised April 15, 2002.
MedicineNet.com. Accessed October 5, 2006. http://www.medicinenet.com/script/main/art.asp?articlekey=19093
% Ibid. (footnote 8)

19 1bid. (footnote 8)

' Bohlin, Ray, Dr. Probe Ministries. Testimony Before the House Committee on State Affairs. September 26, 2006.
2 Nuckols, Beverly, MD. Texas Alliance for Life. Testimony Before the House Committee on State Affairs.
September 26, 2006. (as ref: Lima, Carlos, et. al. “Olfactory Mucosa Autografts in Human Spinal Cord Injury: A
Pilot Clinical Study.” The Journal of Spinal Cord Medicine, 2006, Vol 29, Number 3:191-203.)

" Ibid. (footnote 12 - as ref: “First Bladders Grown in Lab Transplanted: Breakthrough Shows Promise for Other
Human Organs,” Rick Weiss, The Washington Post, April 4, 2006 http://www.washingtonpost.com/wp-
dyn/content/article/2006/04/03/AR2006040301387.html (Accessed September 13, 2006))

" Ibid. (footnote 12 - as ref: Lévesque M and Neuman T, “Autologous transplantation of adult human neural stem
cells and differentiated dopaminergic neurons for Parkinson disease: 1-year postoperative clinical and functional
metabolic result”, American Association of Neurological Surgeons annual meeting, Abstract #702; 8 April 2002.)
"> Ibid. (footnote 12 - as ref: Schwab IR et al. “Successful transplantation of bioengineered tissue replacements in
patients with ocular surface disease.” Cornea 19 (2000): 421-426.)
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nourishment from mother to baby. If donated the rich blood-making cells can be used, like bone
marrow transplants, to treat children and adults with certain cancers and otherwise fatal blood
disorders."

Some of the diseases currently treated with cord blood include:"
Leukemia and other blood cancers

Aplastic anemias SEXUAL
REPRODUCTION

Lymphoma
Deficiencies of the immune system
Genetic disorders such as sickle cell anemia

Adult stem cells, such as blood-forming stem cells in
bone marrow, are currently the only type of stem cell
commonly used to treat human diseases."

Embryonic Stem Cells

Although embryonic stem cells are thought to offer .
potential cures and therapies for many devastating _ By 150 coll stage.
diseases, research using them is still in the early ; iy viony ol |
stages.” : ' ’

Sexual Reproduction

Human embryonic stem cells can be harvested from an s
embryo five days after fertilization. The inner cell cobeyonic and

. . Fotal stages, @ Mew
mass is removed from the outer layer of cells forming | srspanismn will rasite

the blastocyst and can be cultured in a Petri dish.

. . . Figure: Provided in Dr. William
When embryonic stem cells are grown indefinitely Brinkley's Testimony

in a Petri dish where they divide again and again, an
embryonic stem cell line is established.”

However, one must necessarily destroy the embryo, which under the appropriate conditions could
develop into a new human being, to harvest the embryonic stem cells.”

' Fisk, Mary Beth. Self and Texas Cod Blood Bank. Testimony Before the House Committee on State Affairs.
September 26, 2006. (as ref: Texas Cord Blood Bank. Fact Sheet. January 5, 2005.)

7 Ibid. (footnote 16)

'® United States. National Institutes of Health. FAQ: Stem Cell Information. Modified June 1, 2006. Accessed
August 28, 2006. http://stemcells.nih.gov/StemCells/Templates/StemCellContentPage.aspx?NRMODE=Published
&NRNODEGUID=%7bA604DCCE-2E5F-4395-8954-FCE1CO5BECED%7d&NRORIGINALURL=%2finfo%
2ffaqs%2easp&NRCACHEHINT=NoModifyGuest#excited

1 Ibid. (footnote 18)

2 Ibid. (footnote 8)

2 Ibid. (footnote 11)
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In Vitro Fertilization Surplus

In vitro fertilization is a laboratory procedure in which sperm are placed with an unfertilized egg
in a Petri dish to achieve fertilization. The embryo is then transferred into the uterus to begin a
pregnancy or cryopreserved (frozen) for future use. In vitro fertilization was originally devised to
permit women with damaged or absent Fallopian tubes to have a baby. Normally a mature egg is
released from the ovary (ovulated), then enters the Fallopian tube, and waits in the neck of the
tube for a sperm to fertilize it. With defective Fallopian tubes, this is not possible. The first in
vitro fertilized baby, Louise Joy Brown, was born in England in 1978.”

According to a RAND-SART research team, as of April 11, 2002 there were 396,526 frozen
embryos in the United States. Since storage began in the late 1970s, patients have designated
about 11,000 embryos for research purposes. From the 11,000 embryos, perhaps 275 embryonic
stem cells lines could be established. The process of in vitro fertilization often produces more
embryos than can be used at one time. In the United States, patients who produce extra embryos
are responsible for determining what to do with them and may make them available for
research.”

Prenatal Extraction

Prenatal extraction, or an embryo biopsy, is similar to a medical procedure conducted in a limited
number of in vitro fertilization situations to determine the pre-implantation genetic diagnosis. A
small number of cells, generally one or two, are removed from the embryo without harming the
embryo. The removed cells are used to generate embryonic stem cells. But whether the
extracted cell(s) could develop into a new embryo is an unanswered question facing this method
of obtaining embryonic stem cells.

More research is being conducted to determine the long-term safety and potential risk factors
surrounding embryos that undergo this procedure.™

The biotechnology company, Advanced Cell Technology, Inc., claimed to use a technique similar
to pre-implantation genetic diagnosis prior to implantation [to create embryonic stem cell lines
without destroying an embryo]. However, the experiment did, in fact, rely on the destruction of
embryos. More than 16 embryos were thawed and nurtured to the 8 to 10 cell stage. 91 cells
were removed from the 16 embryos which grew well. These 91 cells yielded only 2 stem cell
lines, for a 2% efficiency rate. It also became clear that the researchers found that is was
necessary to grow the cells in a bath containing the rest of the original embryos.”

?2 MedTerms Dictionary. Definition of In vitro fertilization. MedicineNet.com. Accessed October 10, 2006.
http://www.medterms.com/script/main/art.asp?articlekey=7298

¥ How Many Frozen Human Embryos Are Available for Research? 2003. RAND Law & Health Research Brief.
RB-9038. (as ref: Cryopreserved Embryos in the United States and Their Availability for Research. Hoffman, DI, et.
al. May 2003. Fertility and Sterility 79 (5): 1063-1069.)

2 Ibid. (footnote 11)

% Ibid. (footnote 12)
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Using In Vitro Fertilized Embryos for Research

26
Pro

Con27,28

The statement of the General Assembly [of the
Presbyterian Church] says, in part: Prohibition of the
derivation of stem cells from embryos would elevate the
showing of respect to human embryos above that of
helping persons whose pain and suffering might be
alleviated. Embryos resulting from infertility treatment
to be used for such research must be limited to those
embryos that do not have a chance of growing into
personhood because the woman has decided to
discontinue further treatments and they are not
available for donation to another woman for personal or
medical reasons, or because a donor is no longer
available. Again, the sale or commercialization of
embryonic tissue should be legally prohibited... With
careful regulation, we affirm the use of human stem cell
tissue for research that may result in the restoring of
health to those sufffering from serious illness. [213"
General Assembly (2001), Presbyterian Church (USA)]

“Snowflake babies” (adopted in vitro fertilized embryos)
are not happening in sufficient numbers to make that an
objection to utilizing these embryos, which will be
destroyed when their usefulness for infertility treatment
is over. These embryos represent a potential human life
only when they are implanted in a womb.

Where each side claims justification from the same
concern is in burden of proof. One side argues that we
should not take a chance on ending a human embryo's
life because a person might be present. If there is any
chance that a person may be present, that person should
receive every protection. Proponents of using embryos
appeal to the burden of proof as well. They say that
there are undeniably people dying of Parkinson's,
Alzheimer's, diabetes, and other diseases. Their lives
may well be saved by embryonic stem cells. How can
we let these people who are unmistakably people, die to
protect an individual cell that, even if implanted, may or
may not turn out someday to become a person? We
should not kill people to benefit others, but we should
also not let people die to protect human tissue, even
though they do have great potential.

From a theological, ethical, and biblical standpoint, it is
my conviction that the destruction of embryos which
might otherwise be used for research leading to the
successful treatment of a host of serious illnesses and
conditions is insupportable.

It should be stated first of all that the practice of creating
extra embryos that will not be implanted in the womb,
embryos that have no chance of maturing, is irresponsible
and immoral. You cannot ask for proprietorship over
[extra embryos] so that you can bring about their deaths.
Once you accept responsibility for them it would be your
obligation to help them to mature and be born.

Some suggest that since so many [in vitro] embryos will
die because either they are intentionally discarded or they
will die eventually in frozen storage; why not put them to
use by helping to cure someone who is already alive?
Basically, this declares the frozen doomed embryo
without value since it will die anyway. So, why not
restore some dignity by destroying it for someone else's
use? But this logic puts anyone awaiting death at risk.
They are going to die, so why not harvest their organs?

[In embryonic stem cell research,] one chooses between
the lives of embryos and the benefits that might come
from research on those embryos. In the case of innocent
human beings after birth, when the right to life conflicts
with other values, the right to life regularly prevails. We
do not kill innocent human beings even for such valuable
things as medical knowledge. If we are to be consistent
we should extend the same protection to unborn human
beings.

Human life should be protected by law. This brings us to
the important question of when the human person begins
to exist. According to the best evidence, each person
begins to exist when the zygote begins to exist which will
eventually become an adult human being... From
everything that we can observe, a cloned embryo or an
embryo produced by in vitro fertilization is the same kind
of being as an embryo in the womb. The difference is in
their location, not in their nature. If we are to respect life
consistently we should protect human life from the
moment of conception, that is, of fertilization of the ovum
(egg) by the sperm.

The embryo is genetically distinct from the mother. It has
a unique genetic constitution that never existed before
and will never exist again. The human embryo is a
developing organism (human). This is a simple
biological fact.

%6 Poe, Bill, Rev. Pastor/Theologian. Testimony Before the House Committee on State Affairs. September 26, 2006.
?7 Gallagher, John, Rev. Texas Catholic Conference of Bishops. Testimony Before the House Committee on State

Affairs. September 26, 2006.
% Ibid. (footnote 11)
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Embryonic-like Stem Cells

Somatic Cell Nuclear Transfer

Somatic Cell Nuclear Transfer
(SCNT)

Cloning can refer to the technique
of producing a genetically identical
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Moreover, if the technique uses eggs, creates an embryo by replacing the original DNA in the egg
and yields embryonic stem cells, it is the same cloning technology that the International Society
for Stem Cell Research describes in this way:

{Exiract Inner Cell Masy)

ADAPTED FROM W¥¥W RIH.GOV/NEWS/STEMY ELIFIGE S1F

The nucleus of the egg cell is replaced with the nucleus of another cell from the
body and the egg cell is allowed to grow for about 4-5 days and develop to the
blastocyst stage. The inner cell mass of the blastocyst is then removed and used
Jfor the creation of an embryonic stem cell line that has the genetic makeup of the
donated nucleus.”

And,

If the new egg is then implanted into the womb of an animal, an individual will be
born that is a clone. The clone has the identical genetic material as the somatic
cell, which supplied the nucleus that carries the genetic material. This procedure
is very inefficient and was first developed for agricultural purposes. However, in
human medicine, this technique can be used to isolate embryonic stem cells from
eggs that have undergone nuclear transfer. >

* MedTerm Dictionary. Definition of Cloning. MedicineNet.com. Accessed October 10, 2006.
http://www.medterms.com/script/main/art.asp?articlekey=2756

% Ibid. (footnote 12)

*! Ibid. (footnote 12 - as ref: "Where do stem cells come from? Frequently Asked Questions," International Society
for Stem Cell Research website. http://www.isscr.org/science/faq.htm (Accessed September 13, 2006))

32 Ibid. (footnote 12 - as ref: “Glossary of Stem Cell Terms”, International Society for Stem Cell Research website.
http://www.isscr.org/glossary/index.htm)
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In addition, further research with animal reproductive clones is showing that virtually all cloned
animals have some genetic defect. lan Wilmut the creator of Dolly, the first cloned sheep,
basically says that all clones suffer from some genetic defect.”

Skin Cells Converted to Stem Cells Hybrid Cells
Scientists" Wark Could Clear Moral Hurdle to Embryonic Research !

By Rick Weiss, Washington Post Staff Wiiter, Monday, August 22, 2005, Page AD1 Researchers fused adult skin
' cells with embryonic stem
cells in such a way that the
genes of the embryonic cells
reset the genetic clock of the
adult cells, turning them
back to their embryonic
form. The hybrid cells
contain two sets of DNA, or
genes, one from the
reprogrammed adult cell and
one from the embryonic
"starter" cell. In tracking
disease development,
researchers will be able to
determine how the adult
cells differentiate into
diseased cells and tissues.*

Nuclear Reprogramming of Somatic Cells After Fusion with Human Embryonic Stem Cells |
Chad A Cowan, Jocelyn Atienza, Douglas A. Melton, Kevin Eggan
Science 26 August 2005 Vol 309. no. 5738, pp. 1369 - 1373

Figure: Provided in Dr. William
Brinkley's Testimony

Stem Cell Potential

Stem cells have potential in many different areas of health and medical research. To start with,
studying stem cells will help us to understand how they transform into the dazzling array of
specialized cells that make us what we are. Some of the most serious medical conditions, such as
cancer and birth defects, are due to problems that occur somewhere in this process. A better
understanding of normal cell development will allow us to understand and perhaps correct the
errors that cause these medical conditions.”

Another potential application of stem cells is making cells and tissues for therapies. Today,
donated organs and tissues are often used to replace those that are diseased or destroyed.
Unfortunately, the number of people needing a transplant far exceeds the number of organs
available for transplantation. Pluripotent stem cells offer the possibility of a renewable source of

33 Ibid. (footnote 11)
3 Ibid. (footnote 7)
% Ibid. (footnote 18)
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replacement cells and tissues to treat a myriad of diseases, conditions, and disabilities including
Parkinson's and Alzheimer's diseases, spinal cord injury, stroke, burns, heart disease, diabetes,
osteoarthritis and rheumatoid arthritis.*

Chronic diseases like Roni’s Kostmann’s, Type 1 and 2 Diabetes, Parkinson’s disease, spinal
cord injury and all of the other diseases that we hope to treat with stem cells are complicated,
multi-factorial problems, and we aren’t likely to “cure” any of them until we discover the
underlying disease process and how to correct it. Treatments with stem cells alone will, at best,
lessen or reverse some symptoms and effects.”

Summary of Molly Wright's Testimony™

Molly Wright is a juvenile diabetic. Her story is not unlike that of the thousands of juvenile
diabetics in Texas. Since January 3, 2001, she has given herself over 5,000 shots — mostly in the
stomach and hip. Her date — January 3, 2001 — is a date every diabetic will have — the date that
changed their life forever.

Molly didn’t get diabetes from eating sugar or being over weight. For some reason her body
attacked her pancreas. Now she needs insulin, without it she would die. Insulin is not a cure, it
is her life support. She says she would not want to trade lives with anyone. All she wants to be is
herself, without diabetes. She often wonders if it will be embryonic stem cells that hold the key.
Or adult stem cells like cord blood? Or if our top scientists at the National Institutes of Health
will be right when they claim that cures will likely come from a combination of embryonic and
adult stem cells? Or, will it be something the researchers haven’t even thought about? She
believes medical advances will not take place in the state of Texas if research is limited.

Summary of Renee Walker's Testimony”

Renee Walker was diagnosed with multiple sclerosis at the age of 36 (16 years ago). Her
position is that adult stem cells and the umbilical cord blood stem cells offer great promise for
cures and treatments available for the many disabled Americans. She is grievously distraught
over the thought that our country would even consider creating human life to harvest and clone
human cells in order to find solutions. She believes that to even create one human life to “try and
see” if it would work is unacceptable.

She claims that the pharmaceutical companies have hypnotized our disabled Americans living
with these dreaded diseases into believing that their hope for relief from suffering and dieing is
by killing unborn children. She believes there is no shame in being disabled. She has met and
knows hundreds of disabled Americans who are in fact suffering, but have no less purpose than
those persons with good health.

%8 Ibid. (footnote 18)

37 Ibid. (footnote 12)

% Wright, Molly. Self and Juvenile Diabetes Research Foundation. Testimony Before the House Committee on State
Affairs. September 26, 2006.

% Walker, Renee. Self. Testimony Before the House Committee on State Affairs. September 26, 2006.
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Losing her career, which she loved so much, and living with secondary progressive multiple
sclerosis for 16 years has been very, very difficult for her. She honestly admits that when she
was flat on her back, in bed, for the first three years after being diagnosed she didn’t want to live
anymore. But to change her life by killing an embryo is reprehensible to her.

Summary of Julie Scheinthal's Testimony™

Julie Scheinthal was diagnosed with multiple sclerosis in April of 1993. At first she thought that
maybe the baby she was carrying was lying on a nerve. Her concern was for her pregnancy...
After [the baby] was delivered [the doctors] were able to run the test that confirmed that she had
multiple sclerosis. She knows that this disease has affected her family, but her hope is that they
will only experience multiple sclerosis through her... She hopes her children do not inherit the
disease.

She believes there are wonderful possibilities with stem cell research. Maybe her husband,
Steve, can go off the heart medications that have kept him healthy while also giving him serious
side effects with his kidneys. She asks what more do people in her position have to go through
before researchers can try something that scientists and doctors feel can change the future?
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a pregnancy that could result in

%0 Scheinthal, Julie. Self. Testimony Before the House Committee on State Affairs. September 26, 2006.
! Ibid. (footnote 7)
* Ibid. (footnote 29)
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the birth of a human being."*

In 1998, the state of Michigan creates a civil penalty of $10 million for the act of producing a
human embryo using somatic cell nuclear transfer.”

On August 9, 2001, President Bush approved federal funding for human embryonic stem cell
research.” Today there are only 21 viable embryonic stem cell lines available for federally

funded research.”

The state of California enacted a safe harbor for stem cell research involving the derivation and
use of stems cells from any source in 2002."

On May 24, 2005, the U.S.
House passed H.B. 810 to
ease the restrictions for
research on stem cells
from embryos that would
otherwise be discarded by
fertility clinics.”

On July 18, 2006, by a
vote of 63-37, the U.S.
Senate approved H.B.
810.”

On July 19, 2006, Bush
vetoed the stem cell
legislation (H.B. 810).
Gallop Poll showed that
64 percent of Americans
opposed the veto.”

Late in 2006, Wisconsin
State Journal reporter

State Laws Enacted To Date

Reproductive Ban Reproductive & Safe Harbor +
Therapeutic Ban Funding for HES
Research
California Michigan California ($3B)
Missouri lowa New Jersey ($9M)
Virginia Arkansas Conn. ($100M)
Rhode Island North Dakota Maryland{&ﬁh&)
New Jersey South Dakota lllinois** ($10M)
Maryland Indiana
Massachusetts Arizona*
Connecticut

(*) Bans the use of public monies for all forms of human cloning.

@ 3
Blo (**) Governor signed $10m executive order to promote stem celi
research in the state.

Figure: Provided in Patrick Kelly's

Testimony

David Wahlberg interviewed University of Wisconsin - Madison scientist James Thomson, the
first to grow stem cells, regarding stem cell research. During the interview, Dr. Thomson
answered questions concerning the research being conducted in the U.S. compared to abroad:

* Kelly, Patrick. Biotechnology Industry Organization. Testimony Before the House Committee on State Affairs.

September 26, 2006.
“ Ibid. (footnote 43)
* Ibid. (footnote 7)

%6 Gibbs, Nancy. Stem Cells: The Hope and the Hype. Time Magazine. August 7, 2006. pp. 41-47.

*7 Ibid. (footnote 43)
* Ibid. (footnote 7)
* Ibid. (footnote 7)
%0 Ibid. (footnote 7)
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"I'd still say the highest quality [of] publications have come out of the United
States. Britain has had very liberal legislation and they're kind of kicking in. But
their research dollars aren't as high as here. But it's going to be California
against the rest of the world with [$3 billion appropriated for research]. I think
Singapore might ultimately make important contributions. But they haven't done
a whole lot yet. Certainly they've published some things, but most of the
significant research has been dominated by the United States. There's exceptions
to that. It's not absolute. Certainly Britain's making a lot more, and Israel's
published a lot and Singapore has published. But I would think that ten years
Jrom now, if the dollars flow as they're currently set, California will be the
dominant researcher in this area.”’

Economic and Academic Impact

The bioscience industry impacts a variety of markets that are product and service oriented
including agriculture, pharmaceuticals, medical equipment, hospitals, and research and testing.

In the U.S., the industry employees roughly 1.2 million and accounts for an additional 5.8 million
jobs created in the economy.” The bioscience sector within Texas alone employs over 75,400
people in 2,994 companies.”

The high-skill and high-wage occupations found in the bioscience industry, which is projected to
grow faster than the overall U.S. employment growth rate, have the potential to improve health
care, lead renewable sources of energy, build cleaner environments and develop healthier foods.™

Academically, the University of Colorado received a $6 million gift to create a Regenerative
Medicine and Stem Cell Biology Program, and hired top Baylor College of Medicine biologist
Dennis Roop away from Texas to head the program. Roop is convinced it will "make Colorado a
world leader in this new and exciting and promising field of medicine."”

All human embryonic stem cells are patented by the Wisconsin Alumni Research Foundation
(University of Wisconsin). The use of embryonic stem cells will require licensing and royalty
fees which will go to Wisconsin. The patents have been called the “number one hindrance to
stem ceslé research outside of the government,” by the former head of the National Institutes of
Health.

*! Ibid. (footnote 12 - as ref: Ali, Anjuman, ed. Read, hear stem cell pioneer James Thomson's views on research.
Wisconsin State Journal. September 25, 2006. Accessed September 26, 2006.)

*2 Ibid. (footnote 43)

> Ibid. (footnote 7 - as ref: Texas. Office of the Governor. Texas Biotechnology Industry Report. March 2006.
Economic Development & Tourism Division.)

> Ibid. (footnote 43)

% Ibid. (footnote 7)

%8 Ibid. (footnote 12 - as ref: Somers, Terri. "Foundation’s stem cell patents impede research, scientists say.”
SignonSanDiego.com July 30, 2006. http://www.signonsandiego.com/news/science/20060730-9999-1n30stems.html
“Under the patents, a researcher in the United States who uses embryonic stem cells in any way must pay a
licensing fee to WARF, the university's licensing arm. “Outside of the (U.S.) government, the No. 1 hindrance to
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Recommendations

It is the committee's recommendation to continue monitoring the scientific advances being made
on stem cell research. In recognizing the ethical decision regarding embryonic and embryonic-
like stem cell research, each Member of the Texas Legislature needs to choose for themselves
based on the moral, religious, and economic factors, their position on the issue and what action
they deem necessary. Furthermore, the committee recommends that the Texas Legislature
support and pursue additional funding sources for research on adult stem cells.

stem cell research is the WARF patents because of how they try to enforce their licenses,” said Mahendra Rao, the
Jformer head of the National Institutes of Health's stem cell efforts.”)
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CHARGE 3. Monitor rule making of parental consent for the performance of an
abortion.
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Background

The regulation of abortion in Texas is shared by several different regulatory agencies as
designated by statute. These agencies are charged with enforcing the statutory requirements and
developing the necessary rules, procedures, and forms as directed by the Legislature. Abortion
regulation breaks down into three general areas: general requirements for all abortions, ban
against all third trimester abortions and abortions performed on unemancipated minors.

General Requirements for All Abortions

The key regulatory statute that sets out requirements for all abortions is Chapter 171 of the
Health & Safety Code. These requirements are under the jurisdiction of the Texas Department of
Health Services.

Chapter 171 does the following:

e Defines abortion;

e Limits providers to only physicians licensed in Texas;

e Establishes that the abortion must be performed in an ambulatory surgical center or
hospital licensed to perform abortions if the gestational age of the fetus is over 16 weeks;

e Ensures that each patient must provide her voluntary and informed consent to the
procedure after being provided complete and specific information;

e Ensures that each patient is made aware of and provided access to additional information
in the booklet entitled 4 Woman’s Right to Know that is made available by the Texas
Department of State Health Services; and

e Establishes the penalties for intentional violations.

In addifion, Chapter 245 of the Health & Safety Code provides detailed information on standards,
inspections, and reporting requirements of abortion facilities.

Ban Against All Third Trimester Abortions

As set out in Chapter 170 of the Health & Safety Code and Chapter 164.052 of the Medical
Practice Act, it is against the law to perform an abortion on a woman who is pregnant with a
viable unborn child during the third trimester of the pregnancy with a few allowable exceptions.
The Texas Department of State Health Services promulgates the “Third Trimester Induced
Abortion Certification Form” and the Texas Medical Board enforces the regulation against
physician licensees.

Abortions Performed on Unemancipated Minors

Senate Bill 419, which was passed during the 79th Regular Session, includes a new provision in
the Medical Practice Act that requires physicians to obtain the written consent of a parent,
managing conservator, or legal guardian before performing an abortion on an unemancipated
minor with two exceptions: court order or identified medical emergency that meets the statutory
definition and requirements.
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This legislation charges the Texas Medical Board to adopt the forms for physicians to use to
obtain this consent and establishes the required retention period for the physician to keep the
signed consent in the patient’s medical records.

Overview of Texas Medical Board (TMB) Development of the Parental Consent Form

As the sunset bill for TMB, S.B. 419 was passed in May 2005 with an effective date of
September 1, 2005. In the development of the rule and form related to parental consent for an
unemancipated minor, TMB has involved many stakeholders and sought their input early in the
rule-making process through communications with individual stakeholders, and the use of focus
groups, resource groups and stakeholder groups.

Summer 2005 — TMB Sought Input:
e What does the legislation authorize?
e How does this requirement fit together with other abortion regulatory requirements?
e S.B. 419 does not speak to the requirements to be included in the form ... what is the
intent of the Legislature regarding the scope of the form?

Agency Input:
e Communication with the bill sponsors. (Senator Nelson and Rep.
Solomon).
e Communication with other interested legislators (Rep. King and Rep.
Harnett).

e Communication with key stakeholder groups (Texas Right to Life and
Whole Women’s Health & Family Planning Association).

e Communication with officials at Texas Department of State Health
Services

Medical Board Input:

e Education and training on abortion regulations.

e Direction to staff regarding interim form, process to seek stakeholder input,
and initial draft of rule and form.

September & October 2005 — Work on Initial Development of Rule and Form:
e Put interim form up on TMB website.
e Develop first draft and circulate to key stakeholders for comments.
e Present first draft to Medical Board with report on comments received;
Medical Board directs staff regarding a proposed rule and form.

November 2005 — Proposed Rule and Form.
e Finalize first draft and circulate draft of proposed rule and form to
Governor’s Office, bill sponsors, interested legislators (Reps. Dukes,
King, Miller, and Smith), and nine key stakeholder groups.
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e Review proposed rule and form with TMB Rules Enforcement Workgroup
and receive Workgroup recommendations.

December 2005 — Medical Board presented with proposed rule and form and comments and
feedback. Medical Board takes action to adopt the proposed rule and form
with some changes for publication in the Texas Register.

January 2006 — Proposed rule and form published in the Texas Register.

February 2006 — Medical Board action regarding published rule and form:

e Medical Board reviewed all written comments and a summary of key
issues received from over 35 elected officials, physicians, individuals and
groups.

e Medical Board heard public comments for approximately two hours that
included testimony from legislators, staff of legislators, physicians, and
representatives of groups on both sides of the issues.

e Medical Board heard the following concerns:

» Language is too complicated and at a too high reading level.

* Not clear what requires approval by patient and what by parent.

* Not enough protection to ensure that the person giving parental
consent is the person they claim to be.

* Form must not exceed the statutory authority.

* Rule and form should accommodate those parents (or legal
guardian) accompanying patient and those that do not.

* Not clear that parent does not need to be at clinic to give parental
consent.

* Information on anesthesia risks is incorrect and incomplete.

e Medical Board took action to pull down the rule and form as published
and directed staff to make specific changes for a revised proposed rule and
form to be presented at the next Board meeting.

April 2006 — Medical Board presented with revised proposed rule and form and took action to
approve the revised proposed rule and form for publication in the Texas Register.

April 2006 - Current proposed rule and form published in the Texas Register.

June 2006 —Medical Board action regarding published rule and form:

e Medical Board reviewed all written comments from elected officials,
physicians, individuals and groups.

e Medical Board heard public comments for approximately one hour that
included testimony from or on behalf of two legislators and Planned
Parenthood of Texas.

e Medical Board took action to withdraw the rule and form as published and
directed staff to make specific changes for a revised proposed rule and
form to be presented at the next Board meeting. The Medical Board
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directed that the following changes be made to the rule and form as
previously published:
» Require notarization of the parental consent form in all cases
= Make reference to “A Women’s Right to Know” booklet and “A
Woman’s Right to Know” resource directory.

June 23, 2006 — Proposed rule and form republished in Texas Register.

August 25, 2006 — Medical Board reviewed all written comments and hears public testimony
regarding the current rule and form as published in June. Medical Board made non-substantive
changes and adopted the rule and form.

September 2006 — Adopted rule and form published in Texas Register.

Recommendations

The committee recommends that the issue continue to be monitored by requiring the Texas
Medical Board and all other state agencies and interest groups concerning parental consent for

the performance of an abortion to continue reporting updates to the Texas Legislature on the
implementation and effects of the law.
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CHARGE 4. Review and consider all issues involved with a pharmacist refusal to
dispense a drug.
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Instances in Texas

In 2004, the state of Texas witnessed three situations where a pharmacist refused to dispense a
drug that gained significant media coverage. In all three events the pharmacist or pharmacists
involved based their refusal on their own moral or ethical objections. The events include a series
of issues surrounding the relationship between a pharmacist and a patient such as convenience
(accessibility and isolated/rural locations), employment, drug function/purpose (birth control,
emergency contraception, definitions of abortion and beginning of life), woman's rights,
individually owned and incorporated pharmacies, physician's authority and relationship with
patient, and others. The following situations in Texas illustrate the significance of each issue.

Fabens, Texas - (July 24, 2004)

Idalia Moran, who is staying temporarily in Fabens with her mother, said she was shocked when
she tried to obtain birth control pills on Saturday at the Medicine Shoppe, the only private
pharmacy in the small town east of El Paso.”” It's the only place where residents can locally fill
their [medical] prescriptions.*®

"A person at the counter told me that the pharmacist wasn't going to sell them to me because it
was against his religion," Moran said. "I had to go to Walgreens in El Paso to get them."

Steve Mosher, the pharmacist who owns the Medicine Shoppe in Fabens, claims, "I'm a
Christian, and I believe that abortion is taking the life of an innocent human being." Because
birth control pills could keep a fertilized egg from implanting, he opposes them too. "...That's
the same thing as abortion...* I've lost a lot of business because of my conviction. I fill some
prescriptions for the pill, as long as it is used for menopause or other medical reasons besides
birth control. Idon’t carry [emergency contraception] or anything like that... Some people are
even blaming me for teen pregnancies in Fabens."®

North Ridgeland Hills, Texas - (March 25, 2004)

Julee Lacey, a married first-grade teacher with two children, went to a CVS drug store in North
Richland Hills, a suburb of Forth Worth, whenever she needed to fill a prescription. But on
March 25, 2004, the pharmacist on duty refused to fill Lacey's prescription for birth control pills,
informing her that she did not "personally believe in birth control." When Lacey's husband went
back to the CVS shortly thereafter to try again, the pharmacist told him, according to the
Associated Press, that birth control "was not right."®!

%7 Valdez, Diana Washington. Fabens Pharmacist Won't Fill Orders for Birth Control Pills. July 29, 2004. El Paso
Times. Accessed July 28, 2006.

%% Fairbank, Katie. Waging a Moral Battle from Behind the Counter. The Dallas Morning News. NARAL Pro-
Choice Texas. Modified May 17, 2006. Accessed July 28, 2006.
http://www.prochoicetexas.org/s04politicalupdates/press/200504242.shtml

* Ibid. (footnote 58)

% Ibid. (footnote 57)

®! Loewentheil, Kara. Refused at the Counter. October 20, 2004. Planned Parenthood Federation of America. Inc.
Accessed July 26, 2006. http://www.plannedparenthood.org/news-articles-press/politics-policy-issues/counter-
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As she was driving home from CVS after being denied, Lacey got angry. "It was not right to
deny me my medication that was prescribed to me by my licensed doctor," she said. "I really
couldn't believe that [the pharmacist] had the right to withhold my medication from me."%*

Despite criticism from reproductive health organizations, including Planned Parenthood
Federation of America, CVS declined to fire the pharmacist. A company representative told
Channel 5 in Dallas that referring a customer to another pharmacist or store was an acceptable
response to a conflict over filling a prescription.®®

But Kirsten Arnold, chief counsel for the Texas Pharmacy Board, disagreed. "The pharmacist
has an obligation and responsibility to treat their patients," she told the Amarillo Globe-News.
"There's nothing in the law that says a pharmacist can refuse to fill a prescription on ethical
grounds."®*

Lacey filed a complaint with the Texas Board of Pharmacy after her prescription was refused in
March.®’

Denton. Texas - (January 23, 2004)

Eckerd Corporation, the owner of the Eckerd Pharmacy chain, has fired three pharmacists six
days after they refused to fill prescriptions for emergency contraception. Gene Herr, one of the
pharmacists, said that his refusal to fill the prescription was based on religious convictions. Herr
said, "I went in the back room and briefly prayed about it."®

Although he had declined five or six times in the past to fill such prescriptions, it was the first
time he had been handed one for a rape victim, he said.®” Herr went back to the counter and
explained that if the rape victim had conceived, [emergency contraception] "would take the
child's life, and I can't fill it."®®

"Pharmacists aren't vending machines," said Herr. "We have morals, we are human beings as
well, [and] we have beliefs. I mean, everyone wants to live consistently with their own
beliefs...* Idon't think it's fair that I be forced to participate in a chain of events that results in
the taking of a life," Herr said. "I feel like what Eckerd wanted me to do [was] forcing me to do

refusal-6486.htm

62 Tapper, Jake, and Jack Date. Can Pharmacists Withhold Birth Control? April 6,2004. ABC News. Accessed July
26, 2006. http://abcnews.go.com/WNT/print?id=131591

% Ibid. (footnote 61)

% Ibid. (footnote 61)

% Jones, Charisse. Druggists refuse to give out pill. November 10, 2004. USA Today. Accessed July 26, 2006.
http://www.usatoday.com/news/nation/2004-11-08-druggists-pill x.htm

% Texas Pharmacists Fired by Eckerd Corporation for Ethical Stand on Morning After Pill. February 12, 2004.
LifeSiteNews.com. Accessed July 26, 2004. http://lifesite.net/ldn/2004/feb/04020407 . html

57 Austin, Liz. Firings In Morning-Afier Pill Flap. February 12, 2004. CBS News. Accessed July 25, 2006.
http://www.cbsnews.com/stories/2004/02/12/health/printable599902.shtml

% Ibid. (footnote 62)

% Ibid. (footnote 62)
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something that I see is wrong."”

Joan Gallagher, spokesman for Eckerd said the company employment manual says pharmacists
are not allowed to opt out of filling a prescription for religious, moral or ethical reasons. Herr
was not aware of the company policy until he was fired.”!

Background

Debate evolves from refusal clauses, or conscience clauses, that developed after the U.S.
Supreme Court's 1973 Roe v. Wade decision. The clauses allow physicians and other health care
providers to refuse to perform or assist in an abortion.”” The issue re-emerged in the 1990s, says
Adam Sonfield of the Alan Guttmacher Institute, which researches reproductive issues.”

Sonfield says medical workers, insurers and employers increasingly want the right to refuse
certain services because of medical developments, such as emergency contraception, embryonic
stem cell research and assisted suicide.”

Currently, the State of Texas has defined abortion as the use of any means to terminate the
pregnancy of a female known by the attending physician to be pregnant with the intention that the
termination of the pregnancy by those means will, with reasonable likelihood, cause the death of
the fetus.”

Additionally, the Food and Drug Administration and American College of Obstetrics and
Gynecology have defined pregnancy as beginning at the moment a fertilized egg is implanting in
the uterine wall. But many conservatives believe pregnancy - and therefore life - begins at the
moment of fertilization, up to a week before implantation. Since emergency contraception and
other hormonal contraceptives [could possibly have an] effect after fertilization, they see these
medications as ending human life.”

Areas of Concern

Birth Control, Emergency Contraception. and Abortifacients
As two of the situations occurring in Texas involved birth control pills and one situation dealt

with emergency contraception, the morning-after pill, it is important to distinguish between the
two forms of birth control. Additionally, birth control pills and emergency contraception should
not be confused with abortifacients.

Birth control pills and emergency contraception are both made of hormones that prevent

" Associated Press. Denial of Rape Victim's Pills Raises Debate. February 24, 2004. MSNBC.com. Accessed July
25, 2006. http://www.msnbc.msn.com/id/4359430/print/1/displaymode/1098/

! Ibid. (footnote 66)

2 Trends and Transitions: Right to Refuse vs. Easy Access. September 2005. State Legislatures. p.7.

7 Ibid. (footnote 65)

7 Ibid. (footnote 65)

7 Texas Health & Safety Code, Section 171.002 (2003)

76 Ibid. (footnote 62)
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ovulation or reduce the chances of fertilization. There are two types of birth control pills. The
first is a combination between two hormones - estrogen and progestin. The second type consists
only of one hormone, progestin. Emergency contraception is similar to birth control pills,
however, is a higher dose of the hormones and consists of only two pills, one to be taken within
72 hours of intercourse and the second to be taken 12 hours after the first pill is taken.”””®
Nevertheless, when fertilization is not prevented, hormonal birth control methods commonly
cause the expulsion of an embryo prior to implantation by changing the lining of the uterus so
that it will not accept an embryo and by changing the way the fertilized ovum travels down the
fallopian tube.”

Pharmacists do not dispense abortifacients. A physician must dispense an abortifacient. The
abortifacient RU-486 (mifeprestone) is actually a chemical that causes an abortion by interfering
with the function of the placenta, starving the fetus to death.®

Ritalin (Methylphenidate)

In 2004, a Dallas pharmacist refused to fill a child's prescription for Ritalin.®' The pharmacist
did not believe children should take the medication.®

Methylphenidate, a central nervous system stimulant, is used as part of a treatment program for
attention deficit hyperactivity disorder and narcolepsy. It works by changing the amounts of
certain natural substances in the brain.*’

Adderall is made by Shire Pharmaceuticals; Ritalin by Novartis Pharmaceuticals Corp.; Concerta
by Johnson & Johnson; Methylin by Mallinckrodt Pharmaceuticals; and Metadate by UCB.
Various other companies make generic versions of Ritalin.®

Looking back, in January of 1996, the U.S. Food and Drug Administration took steps to alert the
health care community that an animal study of Ritalin had produced a "weak signal" that the drug
may have the potential to cause cancer.®’

77 United States. Food and Drug Administration. What Kind of Birth Control Is Right for You? Updated June 5,
2006. Accessed July 28, 2006. http://www.fda.gov/opacom/lowlit/brthcon.html

78 United States. Food and Drug Administration Birth Control Guide, Updated February 4, 2004. Accessed July 28,
2006. http://www.fda.gov/fdac/features/1997/babytabl.html

 What to Know About Birth Control Drugs. Westside Pregnancy Resource Center. Accessed July 28, 2006.
http://www.wprc.org/11.21.0.0.1.0.phtml

8 Williams, M, compiled. Emergency Contraception or Abortion? Westside Pregnancy Resource Center. Accessed
July 28, 2006. http://www.wprc.org/11.21.0.0.1.0.phtml

8 Ibid. (footnote 58)

%2 Planned Parenthood of North Texas. Legislative Update: Refusal Clauses Threaten Access to Prescriptions. 2004.
http://72.14.203.104/search?q=cache:kY UxeSj96p4J:www.ppnt.org/content/ppntadmin/2004 Winter
Legup.pdft+ritalint+refusal+pharmacist+2004&hl=en&gl=us&ct=clnk&cd=3

% United States. National Institute of Health. Drug Information: Methylphenidate. Revised April 26, 2006. Medline
Plus. Accessed July 28, 2006. http://www.nlm.nih.gov/medlineplus/druginfo/uspdi/202361.html

% Associated Press. Feds Recommend Warnings on ADHS Drugs. February 9, 2006 CBS News. Accessed August
29, 2006. http://www.cbsnews.com/stories/2006/02/09/ap/health/printable DSFLRPIO0.shtml

% United States. Food and Drug Administration. Ritalin Studies. January 12, 1996. Accessed August 26, 2006.
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In 2005, a study of 12 children on Ritalin found every one experienced a significant increase in
their level of chromosome abnormalities - occurrences associated with increased risks of cancer
and other adverse health effects. "Assuming it holds up, this study doesn't mean these kids are
going to get cancer, but it does mean they're exposed to an additional risk factor," said Marvin
Legator, a professor of environmental toxicology at the University of Texas Medical Branch at
Galveston and the study's principal investigator and senior author. "Smoking doesn't mean you'll
get cancer. It's arisk factor." Additionally, on February 9, 2005, the Canadian government
suspended sales of Adderall amid reports of 20 deaths of patients, including 12 children, taking
the drug between 1999 and 2003.%

Other Health Care Providers, Staff and Areas of Concern

Some anesthesiologists refuse to assist in sterilization procedures. Respiratory therapists
sometimes object to removing ventilators from terminally ill patients. Gynecologists around the
country may decline to prescribe birth control pills. Some doctors reject requests for Viagra from
unmarried men.*’

Regarding other areas of concern, one example would be a pharmacist who refuses to dispense
AIDS drugs because the pharmacist believes homosexuality is a sin.®® If "right to die" laws or
"assisted suicide" were to be discussed in Texas, would pharmacists be required to participate in
these practices? Additionally, some [pharmacists] are confiscating prescriptions so that patients
can not have [prescriptions] filled elsewhere.®® Also, inventory selections are having an impact
such as those at Wal-Mart Inc., one of the nation's largest pharmaceutical chains, which does not
stock emergency contraceptives.”

Laws Guiding Pharmacists' Drug Dispensing

Texas Controlled Substances Act and Texas Dangerous Drug Act

Under Sections 481.074, Prescriptions, and 483.021, Determination by Pharmacist on Request
to Dispense Drug, a pharmacist must determine the validity of a practitioner-issued prescription.
The pharmacist may not dispense a dangerous drug if the pharmacist knows or should have
known that the prescription was issued without a valid patient-practitioner relationship.”

http://www.fda.gov/bbs/topics/ ANSWERS/ANS00705.html

% Ackerman, Todd. Small Study Ties Ritalin to Higher Cancer Risk. February 25, 2005. The Houston Chronicle.
Accessed August 26, 2006.

http://search.chron.com/chronicle/archiveSearch.do;jsessionid=ay Y 5yMFO9nF4VX4gHS5

87 Stein, Rob. 4 Crisis of Conscience. July 24-30, 2006. The Washington Post National Weekly Edition.

88 Ukens, Carol. Confrontation at the Counter. July 26, 2004. Drug Topics. Accessed July 26, 2006.
http://www.drugtopics.com/drugtopics/content/printContentPopup.jsp?id=107992

% Bailey, Scott W. Drug-Prescription Debate Reaching Legislative Proportions. San Antonio Business Journal.
Updated December 18, 2005. MSNBC.com. Accessed July 26, 2006. http://msnbc.msn.com/id/10527691/

% Ibid. (footnote 58)

°! Texas Health & Safety Code, Sections 481.047 (1998) and 483.021 (1998)
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Texas Pharmacy Act

Under Sections 562.056 and 562.111, Practitioner-Patient R<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>