
SC  O P  i s  t o  detail the process available for formal review and approval 

of research acti vities that involve the use of human embryonic stem cells (hESC) or human 

pluripotent stem cells (hPSC) conducted by TTUHSC faculty. The policy includes procedures 

related to the function of an Embryonic Stem Cell Research Oversight (ESCRO)  Committee . 

The criteria for projects to be considered by the Committee are specified herein as are the 

composition and functions of the ESCRO.  

 

REVIEW: This HSC OP will be reviewed by June 1 of each even-numbered year (ENY) by the 
Assistant Vice President for Research Integrity and the Chairperson of the ESCRO, with 
recommendations for revision forwarded to the Senior Vice President for Research 
(SVPR). 

 
POLICY/PROCEDURE: 
 
1. Introduction 
 

Texas Tech University Health Sciences Center (TTUHSC) is committed to the highest ethical 
standards and responsible use of human embryonic stem cells (hESC) or human Pluripotent 
Stem Cells (hPSC) in research. As part of that commitment, TTUHSC has established an 
Embryonic Stem Cell Research Oversight (ESCRO) Committee that provides local oversight of 
ethical issues related to deviation and research of these types of cells in experiments expected 
to yield gametes or with the intent to integrate these cells in the central nervous system of 
animals. This oversight is completed through review and approval of all proposed uses of 
human embryonic stem cells prior to their use in research conducted by TTUHSC Principal 
Investigators. The committee’s review will be conducted in accordance with general principles 
expressed in the National Academies’ 

Guidelines for Human Embryonic Stem Cell Research and 
the NIH Guidelines on Human Stem Cell Research that became effective July 7, 2009. 

  
2. Appli cability  
 

This policy applies to all permissible research involving human embryonic stem cells and human 
pluripotent stem cells (defined below in Sections 6 and 7) that is conducted by TTUHSC 
Principal Investigators (as defined in TTUHSC OP 73.08). The policy and requirement for 
ESCRO review applies regardless of the source of funding for the research and applicability of 
federal regulations. The information in this HSC OP is not intended to cover all applicable parts 
of the federal regulations and state laws. TTUHSC Principal Investigators are expected to be 
familiar with and to comply with regulations and laws related to research with human stem 
cells. If information in this policy conflicts with federal regulations or state laws, those 
regulations/laws supersede this policy. 

 

3. Definit ions  
  

Adult stem cell/somatic stem cell  — Undifferentiated multipotent cells found throughout the 
body that have the capacity to self-renew and to differentiate into cell types within a particular 
organ. 

Blastocyst  
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Chimera  — An organism composed of cells derived from at least two genetically different cell 
types. The cells could be from the same or separate species. 

Embryo  — In humans, the developing organism from the time of fertilization until the end of the 
eighth week of gestation, when it becomes known as a fetus. 

Embryonic stem (ES) cells  — Pluripotent cells that are derived from early stage embryos, up to 
and including the blastocyst stage, are capable of dividing without differentiating for a prolonged 
period in culture, and are known to develop into cells and tissues of the three primary germ 
layers. 

Fertilization  — The process whereby male and female gametes unite to form a zygote (fertilized 
egg). 

Gamete — A mature male or female germ cell, that is, sperm or oocyte, respectively. 

Human embryonic stem (hES) cell  — A type of stem cell derived from a human embryo. 

Human pluripotent stem (hPS) cell  — Pluripotent stem cells derived either from a human 
embryo or from a somatic cell that has been reprogrammed into an induced pluripotent stem cell. 

Induced pluripotent stem (iPS) cell  — Somatic (embryonic, fetal, or adult) cells reprogrammed 
to enter an embryonic stem cell-like state by being forced to express factors important for 
maintaining the “stemness” of embryonic stem cells. 

Institutional Animal Care and Use Committee (IACUC) — TTUHSC Research compliance 
committee charged with reviewing the use of animals in research, testing, teaching and related 
activities and compliance with federal regulations. 

Institutional Biosafety Committee (IBC) – TTUHSC Research compliance committee charged 
with reviewing research that involves biological, chemical infectious, and select agents and dual use 
research of concern. 

Institutional Review Board (IRB) –  TTUHSC Research compliance committee charged with 
reviewing proposed research involving human subjects to ensure the protection of those subjects 
and compliance with federal regulations. 

In vitro  — Literally, “in glass,” in a laboratory dish or test tube; in an artificial environment. 

In vitro fertilization (IVF) — An assisted reproductive technique in which fertilization is 
accomplished outside the body. 

In vivo  — In the living subject; in a natural environment. 

Multipotent stem cell  —  
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Recombinant DNA Biosafety Committee (RDBC)  — TTUHSC Research compliance committee 
charged with reviewing research that involves recombinant or synthetic DNA molecules and 
compliance with federal regulations.  

Registered human embryonic stem cell lines — hESC lines currently included on the NIH 
Human Embryonic Stem Cell Registry. 

Reproductive Cloning  — The process of using somatic cell nuclear transfer to produce a 
normal, fully-grown organism genetically identical to the organism that donated the somatic cell 
nucleus. 

Somatic cells — Any cell of a plant or animal other than a germ cell or germ cell precursor. 

Somatic cell nuclear transfer (SCNT) — The transfer of a cell nucleus from a somatic cell into an 
egg (oocyte) whose nucleus has been removed. The newly nucleated egg is then stimulated, 
prompting it to take on the genetic and molecular characteristics of a fertilized ovum. 

Stem cell  — A cell that can renew itself and give rise to a more committed progenitor. 

Totipotent stem cell  — A stem cell that can differentiate into all differentiated cells in an 
organism, including the three germ layers (endoderm, mesoderm, and ectoderm) and the 
trophoblast (the outermost cells of the blastocyst that become part of the placenta). 

 
4.  Institutional Oversight 
 

The Senior Vice President for Research (SVPR) has responsibility for the TTUHSC Human 

Pluripotent Stem Cell Program. The SVPR, in conjunction with the Assistant Vice President for 

Research Integrity, oversees institutional compliance with applicable federal regulations, state 

laws and institutional policies and procedures related to human stem cell activities. The SVPR Research 
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Research falling within the ESCRO’s scope of review can only be initiated after an application has 

been submitted to, reviewed by, and approved by the ESCRO. Details of the application and 

review process can be found below in Section 9. 
 
6.  Types of hESC research that may be permissible following ESCRO approval: 
 

a. Research involving all established hES cell lines listed on the National Institutes of Health 

(NIH) Human Embryonic Stem Cell Research Registry 
NIH Human Embryonic Stem Cell Registry  

b. Research with established hES cell lines that are not currently listed on the NIH Registry. 

c. Research with human pluripotent stem (hPS) cells designed to yield gametes or integrate 

cells into the CNS of animals. 

d. New hES cell lines derived from the following sources: 

i. blastocysts made for reproductive purposes and later obtained for research from in 

vitro; 

ii. fertilization (IVF) clinics, with consent of donor (refer to the TTUHSC Human 
Research Protection Program Manual for additional information). 

 

Note that additional review by other TTUHSC Research Committees may also be required before 

initiation of an ESCRO-approved protocol. This may include the IRB, IACUC, IBC, RDBC, and/or 

Conflict of Interest in Research Committee (COIRC). 

 

7.  Prohibited research involving Human Embryonic Stem Cells  

 

a. Derivation of new hES cell lines by nuclear transfer [Note: this research is currently 

prohibited by the NIH]. 

b. Research involving in vitro culture of any intact human embryo, regardless of the 

derivation method, for longer than 14 days or beyond formation of the primitive streak. 

c. Research in which hES cells are introduced into non-human primate blastocysts or in 

which any embryonic stem cells are introduced into human blastocysts. 

d. Research that involves breeding of any animal into which hES cells have been introduced 

(at any stage of development). 

e. Blastocysts made specifically for research using IVF [Note: this research is currently 

prohibited by the NIH]. 
f. Somatic cell nuclear transfer (NT) into oocytes without intent to create a hES cell line. 
g. Reproductive cloning of human beings; this prohibition specifically includes any use of 

SCNT to produce a human being. 

h. The sale of hES cells. This prohibition does not limit TTUHSC from paying or charging 

the reasonable costs associated with the transfer of cell lines from one location to 

another, including license fees justified by such costs. 

 
8.  ESCRO Membership and Meeting process  
 

a. The ESCRO shall consist of at least six voting members to include: 

i. A community member who is not affiliated with TTUHSC as a current or former 

employee 

http://grants.nih.gov/stem_cells/registry/current.htm?id=414
https://www.ttuhsc.edu/research/documents/HRPPManual12222017.pdf
https://www.ttuhsc.edu/research/documents/HRPPManual12222017.pdf
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ii. At least two TTUHSC faculty members familiar with hESC research 

iii. One faculty member, preferably a clinician, from OB/GYN 

iv. One faculty member with a knowledge of ethical, legal, and social issues involved 

in biomedical research 

v. At least one Research Compliance Committee chairperson (IRB, IACUC, IBC, 

RDBC) 

vi. Non-voting, ex-officio members of the ESCRO will include the Assistant Vice 

mailto:ttuhscresearch@ttuhsc.edu
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a. Designated/Expedited review:  The 

http://grants.nih.gov/stem_cells/registry/current.htm?id=414


http://www.ttuhsc.edu/administration/documents/ops/op52/op5201.pdf

