


















PROTOCOL
APPLICATION FORM
FOR EXPEDITED REVIEW

HUMAN SUBJECTS IN NON-MEDICAL RESEARCH
UNIVERSITY

Protocol ID: 7433
Title: Mendez-Southwest Texas Junior College and RCCI

Principal Investigator

Larry Mendez

Degree:
(MD/PhD)

Title

student

Dept

Education

Mail Code Phone

(903) 258 3443

Fax E-mail

lmen3553@gmail.com

Human Subjects Tutorial Completed? Y

Principal Investigator

Co-Principal Investigator - 1 Degree:
(MD/PhD)

Title

Dept Mail Code Phone Fax E-mail

Human Subjects Tutorial Completed?

Principal Investigator

Co-Principal Investigator - 2 Degree:
(MD/PhD)

Title

Dept Mail Code Phone Fax E-mail

Human Subjects Tutorial Completed?

Principal Investigator

Co-Principal Investigator - 3 Degree:
(MD/PhD)

Title

Dept Mail Code Phone Fax E-mail

Human Subjects Tutorial Completed?

Principal Investigator

Admin Contact Degree:
(MD/PhD)

Title

Dept Mail Code Phone Fax E-mail

Human Subjects Tutorial Completed?

Principal Investigator

Other Personnel

Name Degree: (MD/PhD) Title Dept Human Subjects
Tutorial Completed?

Subject Population(s) Checklist Yes/No

Minors (under 18) N
Pregnant Women N
Mentally Disabled N



Decisionally Challenged N
Laboratory Personnel N
Healthy Volunteers N
Students Y
Employees Y
Prisoners N
Other (i.e., any population that is not specified above) Y

General Checklist Yes/No

Training Grant N
Program Project Grant? N
Cooperating Institution(s)? N
Federally Sponsored Project? N
Human blood, cells, tissues, or body fluids (tissues)? N
Subjects will be paid for participation? N

Study Location(s) Checklist Yes/No

University Y
GCRC N
University Hospital and Clinics N
Lucile Packard Children's Hospital N
VA (Specify PI at VA) N
San Mateo County N
Other Category (Specify other study locations,
including overseas)

N

VA Checklist Yes/No

When human research activities meet the criteria to be considered VA Research, the
IRB must be made aware in order to meet its obligations to protect human subjects.
The research recruits subjects at the VAPAHCS, or N
The research involves the use of the VAPAHCSs nonpublic information to identify
or contact human research subjects or prospective subjects or to use such data for
research purposes, or

N

The research is sponsored (i.e., funded) by the VAPAHCS, or N
The research is conducted by or under the direction of any employee or agent of
VAPAHCS (full- time, part-time, intermittent, consultant, without compensation
(WOC), on-station fee-basis, on- station contract, or on-station sharing agreement
basis) in connection with her/his VAPAHCS responsibilities, or

N

The research is conducted using any property or facility of VAPAHCS. N

Funding Checklist

Funding - Grants/Contracts

Funding - Fellowships



NONE Y

Gift Funding

Dept. Funding

Other Funding (e.g., OTL, URO)

UnusedCaption

A protocol must be no more than minimal risk (i.e., "not greater than those ordinarily encountered in
daily life") AND must only involve human subjects in one or more of the following paragraphs.

Select one or more of the following paragraphs:

1. N Clinical studies of drugs and medical devices only when condition (a) or (b) is met.
a) Research on drugs for which an investigational new drug application (21 CFR Part 31,32)

is not required. (Note: Research on marketed drugs that significantly increases the risks or
decreases the acceptability of the risks associated with the use of the product is not eligible
for expedited review.)

b) Research on medical devices for which
i) an investigational device exemption application (21 CFR Part 812) is not required; or
ii) the medical device is cleared/approved for marketing and the medical device is being used

in accordance with its cleared/approved labeling.

2. N Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as
follows:

i) from healthy, nonpregnant adults who weigh at least 110 pounds. For these subjects, the
amounts drawn may not exceed 550 ml in an 8 week period and collection may not occur
more frequently than 2 times per week; or

ii) from other adults and children, considering the age, weight, and health of the subjects, the
collection procedure, the amount of blood to be collected, and the frequency with which it
will be collected. For these subjects, the amount drawn may not exceed the lesser of 50 ml
or 3 ml per kg in an 8 week period and collection may not occur more frequently than 2
times per week.

3. N Prospective collection of biological specimens for research purposes by non invasive
means.

4. N Collection of data through non invasive procedures (not involving general anesthesia
or sedation) routinely employed in clinical practice, excluding procedures involving
x-rays or microwaves. Where medical devices are employed, they must be
cleared/approved for marketing. (Studies intended to evaluate the safety and
effectiveness of the medical device are not generally eligible for expedited review,
including studies of cleared medical devices for new indications.)
Examples:

i) physical sensors that are applied either to the surface of the body or at a distance and do not
involve input of significant amounts of energy into the subject or an invasion of the
subject's privacy;

ii) weighing or testing sensory acuity;
iii) magnetic resonance imaging;
iv) electrocardiography, electroencephalography, thermography, detection of naturally

occurring radioactivity, electroretinography, ultrasound, diagnostic infrared imaging,
doppler blood flow, and echocardiography;

v) moderate exercise, muscular strength testing, body composition assessment, and flexibility
testing where appropriate given the age, weight, and health of the individual.

5. N Research involving materials (data, documents, records, or specimens) that have been
collected, or will be collected solely for nonresearch purposes (such as medical



treatment or diagnosis). (NOTE: Some research in this paragraph may be exempt
from the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(4).
This listing refers only to research that is not exempt.)

6. N Collection of data from voice, video, digital, or image recordings made for research
purposes.

7. Y Research on individual or group characteristics or behavior(including, but not limited
to, research on perception, cognition, motivation, identity, language, communication,
cultural beliefs or practices, and social behavior) or research employing survey,
interview, oral history, focus group, program evaluation, human factors evaluation, or
quality assurance methodologies. (NOTE: Some research in this category may be
exempt from the HHS regulations for the protection of human subjects. 45 CFR
46.101(b)(2) and (b)(3). This listing refers only to research that is not exempt.)

1. Purpose

a) Provide a 3-5 sentence lay summary of the purpose of the study.
The purpose of this historical organizational case study is to
document the lasting institutional transformational change resulting
from Southwest Texas Junior College?s participation in the Rural Community College Initiative (RCCI).
This study will examine and
describe the context in which Southwest Texas Junior College
attempted to achieve transformational change through its exposure to
the Ford Foundation's RCCI. The RCCI was a combined programming
effort of two divisions, the Rural Poverty and Resources Division,
and the Education and Cultural Division.

b) What does the Investigator(s) hope to learn from the study?
It is hoped that this work will shed light on if and how the Ford
Foundation-sponsored activities and initiatives became
institutionalized over time.

1) What, if any, permanent/long-lasting changes resulting from SWTJC's participation in RCCI can be
observed a decade after the
program ended, related to
1a) In what ways did it impact the College?s organization,
administration, and finance?

1b) How did it change how the faculty execute their
responsibilities?

1c) How did it change students at SWTJC?

1d) In what ways did it impact access to higher education and
economic development?

2) What were MDC?s methodological approaches to the design for
change for participating RCCI institutions, and how did SWTJC
practically apply these approaches?

3) What activities, if any, that the Rural Community College
Initiative helped to initiate, were sustained in the decade after
participation ended?

2. Study Procedures



a) Describe all study procedures.
This study will provide descriptions of the physical environment
of southwest Texas, institutional characteristics of Southwest Texas
Junior College, and an assessment as to the relative impact of SWTJC's participation in the RCCI. The study
will begin by
describing salient observations about the College and region prior
to participation in the RCCI at the time of Katsinas? 1994-1995 site
visits on behalf of the Ford Foundation. This is followed by
describing the College immediately after its eight-year
participation in the RCCI and whether or not the two primary goals
of economic development and access to higher education were reached
at SWTJC in 2003. This section is largely informed by Thomas's 2005
study. Next, is a description of the College a decade after its
participation with the RCCI, to discover what sustainable benefits,
if any, can be observed from SWTJC's participation. Content analysis
of primary and secondary sources including, but not limited to,
Katsinas' original site notes, local news stories, MDC notes and
publications, SWTJC meeting minutes, journal articles, numerous
Texas Higher Education Coordinating Board (THECB) websites, Texas
Association of Community Colleges (TACC) website on Texas failed
community college finances, and participant observation will be
used.

The study will include extensive field work at Southwest Texas
Junior College, but prior to the field work, will carefully analyze
extensive reports, Southern Association of Colleges and Schools
(SACS) self-study data, grant narratives (particularly Title V
and TRIO grants), and SWTJC's 2011 application for the Aspen Prize.
This study follows the framework provided by the late Burton R.
Clark in the appendix of his seminal 1960's work The Open Door
College.
Clark provides a book length treatment on the evolution of San Jose
Junior College in San Jose California. This study will follow the
tell the story? approach provided by Clark to develop a picture of
Southwest Texas Junior College prior to its involvement with the
RCCI, following the institution to the point where the College is
positioned a decade after the RCCI program has ended. Clark (1960)
explains his approach in a detailed methodological note found in the
appendix, "The research was almost entirely carried out by informal
means- by unstructured interview and observation and the perusal of
documents (p.180)" Hence the study relied almost completely on
informal methods. The informal procedures permitted intensive work
with selected sources. To ask about the determinants of a particular
policy, it is more promising to go to the five persons likely to
know than to the fifty that do not know (p. 181)
While formal techniques can contribute to this quest in organizational studies of the level and type
represented here, they
can hardly be relied upon as the sole or perhaps even the major
source of significant information. (Clark, 1960, p. 182)

Clark's case study approach was also deployed by Thomas in his
2005 study of SWTJC. This author's research methodology will rely on
content analysis for both primary and secondary sources that will
not require multiple trips to SWTJC. Gaining access to many of those
resources is exponentially more readily available during the second
decade of the 2000's with the advent of the Internet. After
extensive document analysis, the researcher will visit SWTJC in
order to conduct in-depth interviews as well as executing participant observations. Just as Clark in his study



was exploring
the evolution of San Jose Junior College, my work will explore the
evolution of SWTJC during and especially after its participation, in
the RCCI initiative.

It is hoped that this work will shed light on if and how the Ford
Foundation-sponsored activities and initiatives became institutionalized over time.

b) State if audio or video taping will occur. Describe what will become of the tapes after use, e.g., shown
at scientific meetings, erased. Describe the final disposition of the tapes.
Audio recording will occur to aid researcher in the accuracy of
field notes. Audio recording will be transcribed within 60 days of
initial recording. Audio recordings will be retained on an encrypted
storage device and locked in a two-drawer file cabinet for period
not to exceed 1-year. Destruction of audio recording will follow
established by the National Institute of Standards and Technology in
their special publication 800-88, "Guidelines for Media
Sanitiazation."

c) State if deception will be used. If so, provide a rationale and describe debriefing procedures. Submit a
debriefing script in Section #11 (Attachments).
No deception will be used.

3. Background

a) Describe past findings leading to the formulation of the study.
This is an important study. The last major rural community college
program was the Ford Foundation's Rural Community College Initiative.

There are important lessons that likely will be gleaned from
reconsidering how RCCI changed Southwest Texas Junior College, and
it is indeed rare that an unbiased retrospective examination of
any foundation-funded program occurs over a decade after the
program runs out, to see what really was sustained.
This study builds upon the initial 2005 study by Christopher J.
Thomas at the University of North Texas "Southwest Texas Junior
College: Transformation on the Border." Thomas concluded that the
participation in the RCCI significantly changed Southwest Texas
Junior College and this transformation was observable in many facets
of its organization. However, economic development impact was too
early to determine in 2002 as the program ended and Thomas's visits
through 2004. IPED's data for 2012-2013 will provide another look at
SWTJC a decade after the RCCI program ended as well as greater
attention focused on economic development results.

4. Subject Population

a) State how many subjects will be involved and describe the type of subjects (e.g., students, patients with
cardiac problems, particular kind of cancer, etc.) and state the reason for using such subjects.
Adult students attending Southwest Texas Junior College in specific programs created by the involvement of
the Rural Community College Initiative (RCCI) funded by the Ford Foundation (1996-2002).

Southwest Texas Junior College's administrative leadership and faculty because the Ford Foundation through
the RCCI was to think "regional" in their strategy.

Chamber of Commerce Directors and Regional Economic Development Personnel because these are the very



groups targeted by the Ford Foundation.

b) State the age range, gender, and ethnic background.
Age Range = ONLY ADULTS
Gender and Ethnic Background = This study does not focus on a particular gender or ethnic background due
to the broad range of the study.

c) State the number and rationale for involvement of potentially vulnerable subjects to be entered into
the study, including minors, pregnant women, economically and educationally disadvantaged,
decisionally impaired, and homeless people. Specify the measures being taken to minimize the risks
and the chance of harm to the potentially vulnerable subjects.
NA

d) If women, minorities, or minors are not included, a clear compelling rationale must be provided.
NA

e) State the number, if any, of subjects who are laboratory personnel, employees, and/or students. They
should render the same written informed consent. If compensation is allowed, they should also receive
it. (Please see University policy at http://www.keyusa.com/IRB.htm).
NA

f) Describe how potential subjects will be identified for recruitment (e.g., chart review, referral from
individual's treating physician, those individuals answering an ad). Describe how subjects will be
recruited and how they will initially learn about the research, e.g., clinics, advertising (attach
recruitment materials in Section #11 (Attachments). You may not contact potential subjects prior to
IRB approval.
Students will be identified based on specific degree program and subsequent class that were created as a
result of SWTJC's participation in the RCCI. Students can remain anonymous by means of a pseudo name
and that option would be a part of the inform consent form.

Faculty will be treated in the same manner as students (see above)

Administrators, community and economic/business leaders interviews must be on the record with details laid
out in the informed consent form.

g) Describe your recruitment procedures. Attach advertisements, flyers, etc., in Section #11
(Attachments).
Intent is to send an email introduction to the executive leaders of each stakeholder groups providing an
informed consent form to explain the study and begin to establish meeting spaces and timelines.

h) Payment. Explain the amount and schedule of payment, if any, that will be paid for participation in
the study. Include provisions for prorating payment.
NA

i) Estimate the probable duration of the entire study as well as an estimate of the total time each subject
is to be involved and data about the subject is to be collected (e.g., This is a 2 year study).
This study covers a twenty year time period. Each interview or focus group is estimated to take about 1 hour.
These interviews will conclude 5 years worth of my research.

5. Risks

HHS Regulations define a subject at risk as follows: "...any individual who may be exposed to the possibility
of injury, including physical, psychological, or social injury, as a consequence of participation as a subject in
any research, development, or related activity which departs from the application of those accepted methods
necessary to meet his needs, or which increases the ordinary risks of daily life, including the recognized risks
inherent in a chosen occupation or field of service."

If audio/video taping will be used, state if it could increase potential risk to subject's confidentiality.

a) For the following categories, include an estimate of the potential risk.
- Physical well-being.

NA



- Psychological well-being.
The only perceived risks involve realizations from answering personal reflection questions.

- Political well-being.
NA

- Economic well-being.
NA

- Social well-being.
NA

b) In case of overseas research, describe qualifications/preparations that enable you to estimate and
minimize risks to subjects.

NA

c) Discuss plans for ensuring necessary medical or professional intervention in the event of a distressed
subject.

NA

6. Benefits

a) Describe the potential benefit(s) to be gained by the subjects or by the acquisition of important
knowledge which may benefit future subjects, etc.

Benefits to individuals involved are minimal. The benefits are
more designed to enhance knowledge in Community College sector.

This is the first study ever of a rural community college that
has a twenty year perspective. There are 600 community colleges
in the United States, and they serve over 3.3 million students.
This makes this highly understudied group of critical importance.
It is important to note that this was the only private foundation
funded national demonstration for community colleges. There has
been no other since the RCCI concluded in 2002. Lesson learned by
participating and their results required research and reporting.

7. Procedures to Maintain Confidentiality

a) Describe procedures protecting the privacy of the subjects and for maintaining confidentiality of
data, as required by federal regulations, if applicable.

I have secured a private meeting room to conduct interviews.
However, subjects are free to decide where we will visit so we
can talk without being overheard.

A student you will have the choice to use real name or a
pseudonym. Interview recording will be kept in a small lockable
fire proof safe. Once recording have been transcribed the
recordings will be destroyed in accordance to recommendations set
forth by the National Institute of Standards and Technology in
their Special Publication 800-88, Guidelines for Media
Sanitization.

Electronic transcription copies will be keep for three years and
then destroyed in the manner described above. Records of names
matched to pseudonyms will be stored in a different physical
location than the transcripts and in a small lockable fire proof
safe to be destroyed three years after the study is published.



This study will be made public and will have no meaning if done
confidentially. Only student population will be given the
opportunity to remain anonymous by means of pseudo names.
Informed consent form indicates the same. Participation in the
study is not mandated and is on a volunteer bases.

b) If information derived from the study will be provided to the subject's personal physician, a
government agency, or any other person or group, describe to whom the information will be given
and the nature of the information.

NO

c) Specify where and under what conditions study data will be kept, how samples will be labeled, who
has access to data, and what will be available to whom.

Interview recording will be kept in a small lockable fire proof
safe. Once recording have been transcribed the recordings will be
destroyed in accordance to recommendations set forth by the
National Institute of Standards and Technology in their Special
Publication 800-88, Guidelines for Media Sanitization.

Electronic transcription copies will be keep for three years and
then destroyed in the manner described above. Records of names
matched to pseudonyms will be stored in a different physical
location than the transcripts and in a small lockable fire proof
safe to be destroyed three years after the study is published.

Access to these electronic data records are reduced to the
research and dissertation committee.

8. Potential Conflict of Interest

Please answer the following questions a through f:
a) N Do any of the involved investigators or their immediate family (as described below)

have consulting arrangements, management responsibilities or equity holdings in the
Sponsoring company, vendor(s), provider(s) of goods, or subcontractor(s)?

b) N Do any investigators or their immediate family have any financial relationship with the
Sponsoring company, including the receipt of honoraria, income, or stock/stock options
as payment?

c) N Is any Investigator(s) a member of an advisory board with the Sponsoring company?
d) N Do any investigators receive gift funds from the Sponsoring company?
e) N Do any investigators or their immediate family have an ownership or royalty interest in

any intellectual property utilized in this protocol?
f) N Does University have an ownership or royalty interest in any intellectual property

utilized in this protocol?

"Immediate family" means a spouse, dependent children as defined by the IRS, or a domestic partner.

If one or more of the above relationships exist, please include a statement in the consent form to disclose this
relationship, i.e., a paid consultant, a paid member of the Scientific Advisory Board, has stock or stock options,
or receives payment for lectures given on behalf of the sponsor (see sample consent form). The consent form
should disclose what institution(s) or companies are involved in the study through funding, cooperative
research, or by providing study drugs or equipment (see sample consent form).

If you answer yes to any of the questions above, you must file a CoI disclosure with your School Dean. If you
are a faculty member in the School of Medicine, contact Barbara Flynn @ 723-7226, or
emaileprotocol@keyusa.com. http://www.keyusa.com/IRB.htm .

9. Consent Background



You can add different Consent Forms, Alteration Forms, and Waivers. Provide consent process
background information, in the table below, for each Consent Form(s), Alteration Form(s), and
Waiver(s).

9.1 Consent Form informed consent swtjc mendez

Who is obtaining consent? The person obtaining consent must be knowledgeable about the study.

Larry Mendez - Primary Investigator

How is consent being obtained?

Signed form.

What steps are you taking to determine that potential subjects are competent to participate in the
decision-making process?

All stakeholders are either students attending institutions of higher education or they hold leadership
positions at the College or within their respective communities.

10. Assent Background
All minors must provide an affirmative consent to participating by signing a simplified assent form, unless
the Investigator(s) provides evidence to the IRB that the minors are not capable of assenting because of age,
maturity, psychological state, or other factors.

16. Attachments

Document Type Document Name

Questionnaires Mendez-Question Protocol for
IRB

12/18/2015

Other Memorandum-SWTJC-Visit-President12/18/2015

Obligations

Any change in the research protocol must be submitted to the IRB for review prior to the implementation of
such change. Any complications in subjects or evidence of increase in the original estimate of risk should be
reported at once to the IRB before continuing with the project. Inasmuch as the Institutional Review Board
(IRB) include faculty, staff, legal counsel, public members, and students, protocols should be written in
language that can be understood by all Panel members. The investigators must inform the participants of any
significant new knowledge obtained during the course of the research.

All continuing projects and activities must be reviewed and re-approved at least annually by the IRB. IRB
approval of any project is for a maximum period of one year. It is the responsibility of the Investigator(s) to
resubmit the project to the IRB for annual review prior to the end of that year. (A "RENEWAL" form [notice
to renew protocol] is sent to the Principal Investigator 7 weeks prior to the expiration date of the protocol.)

Department Chair must approve faculty and staff research that is not part of a sponsored project. VA
applicants must have Division Chief or Ward Supervisor approval. E-mail the Department Chair
approval to eprotocol@keyusa.com.

All data including all signed consent form documents must be retained for a minimum of three years past the
completion of the research. Additional requirements may be imposed by your funding agency, your
department, or other entities. (Policy on Retention of and Access to Research Data, Research Policy
Handbook, http://www.keyusa.com/IRB.htm)



Y The Principal Investigator has read and agrees to abide by the above obligations.
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