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ABSTRACT
As research administrators look to define their roles as professionals, the need to address
perceived administrative burden becomes a valuable next step in improving research
administration. A qualitative investigation into the causes of the perceived burden identifies
local variability of research administration as regulatory burden for those research
administrators looking to be seen as professionals by the researchers performing human
subject research.

INTRODUCTION
Research administration history in the

ethics knows as the Hippocratic Oath,
which simply states, “do no harm” (Shuster,

twentieth century included high-profile

1997). However, as examples were made

public cases of scientists conducting

public, like the Tuskegee Experiment,

unethical investigations, as well as

public trust was eroded (Kelch, 2002) and

unacceptable treatment of research subjects.

led to public outcry. These outcries are most

Physicians were historically held solely and

famously linked to public events such as the

personally accountable to their code of

Nuremberg Trials. Results included
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questioning of the unfettered autonomy

from two professional backgrounds, either

granted to scientists.

as scientists themselves (Mainzer, 1963), or

In conjunction with the public outcry,

from among those who have administered

the research enterprise grew across U.S.

non-research activities (Bush, 1956). A

academia, with little or no investigation into

current study of the definition of research

how this increase in requirements affected

administrators is ongoing, and includes a

the practitioners of modern studies

look at expected roles and activities

(Sugarman, 2005; Wagner, 2003). This hole

(Collinson, 2006, 2007).

in the literature has caused great tension at

Research administration is a process

the local level as research administrators

that has tasks that take place during the

look to define their work as a profession.

entire lifecycle of a research project.

LITERATURE REVIEW

Research administrators work closely with

Most research in America completed in

PIs before, during, and after research has

academic institutions is led or overseen by

begun and are tasked with ensuring the

groups of faculty scientists commonly

verification of compliance. For example,

known as Principal Investigators (PIs). The

before work starts, many studies must be

definition of what constitutes the

reviewed to receive approval. Once work

expectations or requirements of a PI may be

has begun, the tasks related to research

different at each institution, often causing

administration may include periodic

confusion. However, the PI is the

verification of progress that may include

responsible party and is defined by the

financial or regulatory requirements. This

National Institutes of Health as: “The

verification and compliance time can take a

individual(s) designated by the applicant

considerable amount of effort, and the

organization to have the appropriate level

communication or attitudes among these

of authority and responsibility to direct the

groups may cause concern (Pelz, 1959). This

project or program to be supported by the

concern has been present since the earliest

award” (NIH, 2013).

days of research administration. In Kaplan’s

PIs work in close collaboration with

1959 article, “The role of the research

teams of administrative staff called research

administrator”, he stated: “The research

administrators (RAs), often serving in staff

administrator is seen as a ‘man in the

roles in the various groups that make up the

middle,’ caught between the frequently

research administration department.

conflicting goals of the research scientist

Research administrators historically come

and the research organization. In his
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attempts to maintain controls (many of

“predominantly white and well-educated,

which may be required by ‘higher

with chairs and members more likely to be

authority’) over the allocation and use of

male, and administrators more likely to be

the scarce resources of the organization, the

female” (Bell, 1998 p. viii).

administrator is the focal point for the

Title 45 of the Code of Federal

scientist's grumbling about ‘red tape’ and

Regulations §46.108 describes IRB functions

worse, unnecessary interference with

and operations. §46.103(b)(4)(5) dictates that

research” (Kaplan, 1959 p. 20).

the IRB legally be required to have

In addition to expectations and

documented procedures for the review of

regulations, the literature describes the

both initial and continuing research. This

splintered nature of complaints and

regulatory requirement provides the IRB

solutions offered with regard to Research

the authority to specify studies that need

Administrative Burden (RAB). However, in

more than an annual assessment.

some cases, the literature may include

Additionally, the regulation provides the

articles on other issues. Often, articles may

Institutional Review Board with the ability

not be directed at the topic of research or

to enforce the rule before any additions or

research administration, but the broader

changes to the research, known as

issue of considering the requirements to

modifications, are exercised.

have the study approved by Institutional

Regulatory Codes §46.109 through

Review Boards (IRBs) (Arnold, 2012;

§46.114 dictate the process for reviewing

Kramer, 2012; Zaren, 2013).

research. These requirements create an

In human subjects research, the IRB

underpinning infrastructure for analysis

board makeup has two major types of

while allowing for additions at the local

associates: the office staff, known as

level to meet institutional expectations. The

research administrators, and the board

regulations make it clear that the

members (Kennedy, 2005), one of whom

Institutional Review Board has the

serves as the IRB chair. The IRB chairperson

authority to review any research activities

plays a key role (Kaur, 2015) and sets the

defined as exempt, expedited or full board

professional atmosphere for the board. The

and approve or reject the proposals.

diversity of the members – race, gender,

However, no matter the outcome, the IRB is

and culture – is essential (Code of Federal

obligated to inform the principal

Regulations, §46.107). In a 1998 study, Bell

investigator of the decision formally.

found that IRB board personnel are

Communication, or lack thereof, between

3
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the IRB and the investigators is important

The history of scientists conducting

and is often considered a pain-point

research has had a significant influence on

contributing to Research Administrative

the organizational makeup of modern-day

Burden (Adams, 2014; Greene, 2006;

research institutions where scientists are

Kramer, 2012). Additionally, the Common

encouraged to make their decisions as they

Rule stipulates that the IRB may waive

set their research objectives (Harrison, 1974)

documentation of informed consent. As a

and be an objective observer of the complex

baseline, the IRB shall conduct a continuing

world (Hatch, 1996). The call to organize

review of the process at least annually

science started early in the first half of the

except where determined in §46.108. If an

twentieth century. After World War II, the

IRB warrants a suspension or termination of

concept of federally funding research was

a previously-approved study, IRB options

still a new idea but was gaining traction.

include a written statement citing the

In 1945, Bush wrote “Science: The

board’s decision.

endless frontier.” In the article, he explained

Beyond the formal regulations that

how science should be a concern of the

dictate the operation of human subjects

government – a novel idea at the time. The

research, much has been written regarding

Bush document can be considered the

the organizational theory of institutions and

intellectual parent of federally funded

investigators that conduct research. Articles

research, including both policies and

that describe Research Administrative

expectations of today. Bush directly called

Burden call on regulatory history to discuss

for the federal government to sponsor

the legality of IRBs. RAB also includes

research. His opening of the article set the

anecdotal evidence, scope creep, risk

tone: “Scientific progress is essential” (Bush,

tolerance, the different types of human

1945 p. 231). In the middle of the twentieth

research including differences between

century, the federal government was

medical and social sciences, the demands of

determined to support the opening of new

limited funding, and the needs of multisite

frontiers. Although maps were complete

(collaborative) studies. Differences in local

and ships discovering new shores were less

implementation of the regulations, as well

common, Bush argued that the next frontier

as the actual function of IRB offices, are

for government assistance should be

often only measured by the number of days

science. He called on the federal

that it takes to approve a study.

government to create favorable policies,
provide stable funding, and set forth

4
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processes to allow for freedom of inquiry

Institutional Review Board, the concept of

with involved academia as partners in this

Research Administrative Burden quickly

expanded research platform. He maintained

became the focus of concern in the

that the scientific community should be

published literature. In the 2009 article,

seen as part of the public welfare. Bush

“The FDP Faculty Burden Survey,” the

contended that basic science leads to new

authors noted that Research Administrative

understanding and that new knowledge

Burden accounts for up to 42% of

gained can be used to improve the lives and

investigator time. The IRB process is one of

safety of citizens (Bush, 1945).

the largest burdens listed (Rockwell, 2009).

However, in 1945 there was no formal

In his 2008 article, Reeser noted, “Despite

policy for federally funded science, and

the Federal mandate to oversee research

therefore no path to take the basic science of

involving human subjects, “IRBs are often

the laboratory to the public. To do this, he

lightning rods for poorly veiled criticism

suggested the federal government use

and complaints, seemingly from all sectors

public funds to foster the research of

of the research enterprise” (Reeser, 2008 p.

academic institutions. Bush also called for a

30). The breakdown of topics in Research

plan and roadmap to ensure that scientific

Administrative Burden include anecdotal

talent is encouraged for future generations.

evidence, the legality of the regulations

Throughout all of his declarations, Bush

themselves, variation in analysis, both on-

called for ongoing government support

site and informed consent processes, risk

with the creation of a National Research

tolerance, and IRB turnaround times.

Foundation. This article provided the

The concept of Research Administrative

foundation for modern-day research—its

Burden is difficult to define and may vary

recommendations are fundamental to the

from location to location based on the type

scientific community’s quest for knowledge.

of research and local implementation and

By the twenty-first century, the National

differences in interpretation of the

Science Foundation was spending close to

regulations (Kaktins, 2009). Therefore, when

3% of the total Gross Domestic Product

reviewing the literature, it’s clear that

(GDP) on related research activities totaling

authors have documented and

almost $150 billion (Saha, 2011).

acknowledged s that the findings may be

When the Common Rule transferred the

incomplete or anecdotal. In a 2014 article,

responsibility for research administration

Adams mentioned that the evaluation of

away from the investigators to an

something is “unavoidably relative” and

5
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therefore it may be difficult for the

The year 2004 saw the publication of

community to reach agreement on the terms

one of the most referenced peer-reviewed

and definitions (Adams, 2014). Jones noted

articles regarding IRB legality. “The new

that “anecdotal evidence suggest that many

censorship: Institutional review boards,”

investigators may not be familiar with the

was written by Hamburger and published

IRB system or what criteria are used to

in the Supreme Court Review. In this article,

evaluate a research proposal” and therefore

he argued that by restricting scientists’

providing a single answer may be beyond

rights to conduct research as they wish,

the current scope (Jones, 1996 p. 806).

IRBs, and therefore the regulations

Resnik, in a 2015 article, “Unequal

themselves, are infringing on the First

treatment of human research subjects,”

Constitutional Amendment and

explained the dichotomy of the current

constituting a new type of censorship

explanation and the expectations

(Hamburger, 2004). The First Amendment

researchers hold for themselves. He noted

reads:

that scientists acknowledge and understand

Congress shall make no law respecting

that anecdotal evidence is not sufficient

an establishment of religion, or

(Resnik, 2015). Consequently, additional

prohibiting the free exercise thereof; or

information is needed to find meaningful

abridging the freedom of speech, or of

answers (Menikoff, 2007). Although a

the press, or the right of the people

complete picture may not be possible,

peaceably to assemble and to petition

exploring the legality of the approved laws

the Government for a redress of

serves as a first step in the discussion.

grievances (U.S. Const. amend. I).

The legitimacy of IRB and other

In his article, Hamburger maintained

research administrative functions is a

that much research on human subjects

constant topic of debate in law reviews and

causes little or no harm and that the

peer-reviewed journals; the question of

licensing of both research and researchers

legality remains. In her 1980 article,

infringes the first amendment restriction on

“Government regulation of research,” Seiler

free speech (Hamburger, 2004). Hamburger

stated that, “Although neither a

referenced the Beecher article from 1966 and

constitutional right nor an exact definition

suggested that public anxiety has led to the

exists, the value of academic freedom must

licensing and censorship of research.

be balanced against the value of regulation”

Although the right to conduct research on

(Seiler, 1980 p. 26).

human subjects has never been tested in the

6
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Supreme Court, the case of Sweezy v New

Furthermore, and according to the Common

Hampshire protected a person’s right to

Rule, once a decision is made a third party

present a lecture at a university (Heimer,

cannot overturn it. By not allowing the

2010).

proper due process, IRB committees are

The First Amendment is not the only

illegally disallowing investigators their

legal challenge that has been presented to

constitutional rights. (Stoddard, 2009). Both

question the human subjects regulations.

articles agree that science will suffer until

Additional articles contend that IRB offices

improvements are incorporated.

do not provide due process of law for

Conversely, others have argued that the

investigators and evoke the 14th

regulations are indeed constitutional.

Amendment as argued by Stoddard in 2009.

Beldsoe stated that federal IRB rules and

The 14th Amendment Section 1 calls for the

practices do not constitute censorship.

due process of law.

Instead, he argued that the institution,

Section 1. All persons born or

acting in the federal government’s interest,

naturalized in the United States, and

is obligated to meet expectations outlined in

subject to the jurisdiction thereof, are

the Common Rule. If there is any

citizens of the United States and the

misunderstanding of these rules, the

State wherein they reside. No State shall

discretion allowed the local IRB may be the

make or enforce any law which shall

exact reason for the concern (Bledsoe, 2007).

abridge the privileges or immunities of

While Menikoff agreed that regulations are

citizens of the United States; nor shall

most likely constitutional, the local

any State deprive any person of life,

processes or operations may be suspect, and

liberty, or property, without due process

the solution would be to review and better

of law; nor deny to any person within its

understand the local implementations

jurisdiction the equal protection of the

(Menikoff, 2007).

laws. U.S. Const. amend. XIV § 3.

Because IRBs and institutions have

Stoddard argued that by failing to

flexibility in their regulatory scope above

provide necessary due process, IRB

the baseline outlined in the Common Rule,

regulations and the decisions of IRB boards

this variability causes confusion from a

are, in fact, unconstitutional. The argument

researcher perspective and therefore serves

made is that scientists have no formal right

as a regulatory burden for scientists looking

to appear before the IRB committee in

to conduct research. As Stark noted, “The

response or dispute of a decision.

important question is not whether

7
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regulatory decisions involve local discretion

differences for the supposed same process

but rather how this discretion is enacted”

across U.S. research (White, 2007).

(Stark, 2007 p. 782). Whitney suggested that

Beyond local variability, this discretion

when investigators perceive extreme

in institutional research administration

challenges with IRB approval, the problem

implementation is more clearly seen in

may be rooted in the flawed local

studies that cross institutional boundaries.

implementation of national directives. As

These multisite studies work with several

noted in the Common Rule, institutions

research administration offices to obtain

have the power afforded them to decide

approval. Depending on the type of

how the rules and expectations are

research, several committees or IRB reviews

implemented. These local decisions are

may be navigated, required, and approved

described as “unpredictable” (Carline,

before research may proceed. The rate of

2007), confusing, costly (Kaktinks, 2009) and

academic collaborations continues to

even irrational (Whitney, 2008). This

increase as researchers who have created a

discretion has caused much concern in the

tightly knit social/career network, look to

arena of a perceived research administrative

work with each other even across

burden as scientists feel that local

institutional boundaries (Clark, 2010).

implementation is neither efficient nor fair

Additionally, clinical research has moved

(Burris, 2006).

from studies funded by single investigators

These criticisms can stem from some

to larger multisite studies financed by

variations in the processes. Various

external sponsors (Emanuel, 2004) who may

submission procedures, including paper

expect collaboration as a funding

versus electronic (Dyrbye, 2007), may

requirement (Lee, 2005). In practice,

prevent a researcher from using a single

researchers or teams of researchers who

form or process, even locally, as some

wish to utilize multiple institutions for

institutions have moved to specialized IRBs

recruitment sites complain that they are

for different types of research activities

required to contend with drastically

(Levine, 2008; Lindenauer, 2002; White,

different expectations. This concern for

2007). Scores of submissions can cause

multisite studies is one of the most prolific

delays (Gold, 2005) due to locally created

topics in published articles on research

and enforced forms that interpret the

administration. The primary complaints

Common Rule differently based on local

relate to delays, increased cost, variances,

preferences. These variations produce large

inconsistencies and lack of communication

8
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(Abbot, 2011; Ahmed, 1996; Bluestein, 2007;

where appropriate in order to reduce study

Petersen, 2012). These stated problems are

personnel by up to one full-time employee

the greatest source of tension between

(FTE) and reduce the overall study time by

investigators and administrators (Burke,

up to one year (Vick, 2005).

2005).

The process of informed consent is

Two arguments raise concern and

another concern of researchers who feel that

demonstrate the frustration voiced for

local variability has caused Research

multisite studies. First, local review by

Administrative Burden. Tied closely are

different IRB committees is continuously

multisite reviews. The process of informed

present since the application of federal

consent is necessary at each recruitment site

regulations occurs within the local context.

to be approved subsequently by each local

However, the flexibility designed into the

IRB. As noted in the Common Rule, local

Common Rule may leave too much

IRBs have the ability to require changes to

ambiguity to the local process, threatening

waive or modify informed consent. That

the validity of local review (Dyrbye, 2007).

authority has caused problems. A current

Second, the expectation for a local review is

literature analysis showed that informed

solely a bureaucratic need that is

consent is one of the most requested

unnecessary with the allowed use of central

changes needed for local assessment

IRB review (Zywicki, 2007). Reports of local

(Abbott, 2011; Kent, 1999; Stair, 2001;

issues and concerns led researchers to call

Zywicki, 2007) and that the changes often

for central IRB review (IDSA, 2009;

are opposed to the task of protecting

Perlman, 2012; Pogorzelska, 2010; Stair,

subjects. Bell argued that 60% of IRB

2001; Stewart, 2008). Central IRBs are

chairpersons interviewed noted that

review boards not associated with a single

informed consent documents often contain

investigator or institution, but instead are

a complexity that is vague or unnecessarily

outside of the boundaries and can serve

technical (Bell, 1998). Adams reported that

multiple research sites. Some central IRBs,

in a survey of 203 researchers, the opinion

such as the National Cancer Center IRB,

and feeling were that instead of serving to

known as the CIRB (CIRB, 2016), currently

protect participants, these documents are

function and are reported to have reduced

being used as legal documents to protect

duplication of work that would be required

the institution (Adams, 2014). This

by local review boards. The literature calls

documentation is one of the key points

for the reduction of effort by central IRBs

when discussing the fact that risk tolerance

9
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is now a major concern for agencies and the

Ethics Creep (Guta, 2013;Haggerty, 2004), is

researchers who are obligated to meet

closely associated with institutions opting

regulatory expectations (Cartwright, 2013).

to require more than the baseline

However, Rivera stated that although the

regulations and with researchers being

process may be complicated, the law is

unaware of what the requirements are for

essential: “In moments of frustration, it is

their studies amid growing bodies of direct

important to keep in mind that good

and tangential rules.

treatment of research subjects yields good

Considering perceived lowered risk

science. Finally, the protection of human

tolerance, one of the most pressing issues

research subjects’ rights and welfare is not

raised regarding perceived Research

only the right thing to do-- it is the law”

Administrative Burden is the fact that

(Rivera, 2008 p. 984).

diverse types of research are different

Another major concern raised by

(Hyman, 2007), with particular attention

researchers is the low level of risk tolerance

given to all research that is not medical in

seen primarily in institutions and

nature. As per the Common Rule, there are

secondarily by the investigators themselves.

expectations for research as defined in the

When new regulations pass, organizations

law– yet beyond some exemptions

may act defensively by implementing new

stipulated, there are no expectations for

local requirements. Some have argued that

different types of studies in the formal

these institutional concerns lower risk

regulations.

tolerance. With new lower levels of

However, the breakdown between

understanding comes the opportunity for

medical versus social science research is

the expansion of research administration.

well documented in peer-reviewed journals.

This expansion, often tied to new

Arguments that social science is foreign to

requirements, is thought to cause more

IRBs or the institutions is a valid point at

Research Administrative Burden as studies

times. In the 2007 article, Ashcraft stated

that were previously considered low-risk

that most of the IRB literature focuses on

are now highly regulated (Hamilton, 2011).

biomedical research at the cost of exploring

The new prerequisites, as implemented, are

social and behavioral research (Ashcraft,

often part-and-parcel of the office of

2007). This lack of institutional or regulatory

research administration and required for

understanding results in social science

IRB review and approval. This expansion,

research falling under the most stringent

called Mission Creep (Howard, 2010) or

requirements for biomedical research.

10
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Although the risks of social experiments

Students hear stories about the “horror of

have not increased, the scrutiny of the

the IRB” (Burke, 2005). They also hear that

projects has grown “exponentially”

IRBs are known as “Committees for the

(Lincoln, 2004). This heightened scrutiny is

Prevention of Research of Human Subjects,”

at best felt to be “silly” (Burris, 2006) and at

(Stark, 2007). Comments like these could

worst a threat to the proposed research

lead to non-compliance.

(Dingwall, 2007), including qualitative

The main cost of these burdens, as

studies (Pollock, 2012).

discussed in the current literature, is

These arguments, while prevalent, are

research misconduct from those scientists

countered by other voices in the published

who would rather ask for forgiveness than

research. In a 1980 article by Seiler,

ask for permission, or who violate ethics

regulators felt they were compelled to

when they feel they are being treated

include social research in the regulatory

“unfairly” (Martinson, 2006). This most

scope just as they included all types of

frequently occurs with researchers who do

academic studies in the regulations (Seiler,

not ask for IRB permission to initiate a

1980). Stark, in her 2007 article, reviewed

study (Bell, 1998). Another situation as

the historical nature of medical versus social

described in the De Vries article, “What do

science rules. She noted that the 1966

IRBs look like? What kind of support do

announcement by Surgeon General William

they receive?” evokes concerns raised in the

Steward was clear: the social sciences

article by Beecher. Researchers trying to

required oversight just as the medical

determine the best course of action for

researchers did (Stark, 2007). However,

providing a drug of choice may choose to

while this debate continues, the idea of

ignore research processes as they see the

student research provides another complex

informed consent for this type of study as a

agreement regarding the nature of review

“ridiculous request” (De Vries, 2006). Giles

for yet a third type of research.

described this non-compliance, writing that

Student research is thought to be a

collecting research before IRB approval is a

major hurdle for researchers wanting to

response to lengthy approval times (Giles,

mentor students looking to progress as

2005).

scientists. As students go to school and
learn to be research scientists, an instructor
is expected to oversee their initial research
and guide them through required processes.

11

Research Management Review, Volume 22, Number 1 (2017)

or free-flowing, depending on the chosen

METHODOLOGY

model. The more recent versions are less

A qualitative method was chosen to
investigate the issue of local variability and

structured, but the originators of the model

research administrator issues. The

felt that structure allowed for more

qualitative research conducted here follows

generalization that permits a single

the model by Glaser and Strauss from their

experiment to explain a conceptual model

1967 definitions and expectations of

(Creswell, 2013). In turn, the theoretical

Grounded Theory methodology. This

model should enable the explanation of

experiment was approved by the University

similar processes for a value-added effect.

of Texas at Dallas Institutional Review

As noted, the Grounded Theory method has

Board and used the older and more formal

changed over the decades; however, no

Grounded Theory process. All subjects were

matter the model chosen, the result is to

provided consent forms in which they were

develop a theory for why the process or

asked to agree to answer the questions as

action behaves as it does through data

approved.

accumulation (Heath, 2004). Data-gathering
includes detailed interviews and supports

The creation and process that defines a
Grounded Theory study have changed in

memos drafted during the collection

the last few decades. What has not changed

process. This robust collection of materials

is the core makeup of the model specifically

allows for deeper understanding once the

exploring the action or movement in an

interviews have concluded.
Grounded Theory suggests that to

activity while trying to explain the program
or process under research. In chapter 4 of

achieve saturation or an understanding of

the 2013 edition Grounded theory:

the process, the researcher should conduct

Qualitative inquiry and research design by

20-30 interviews (Creswell, 2013) for a total

Creswell, the author defined grounded

study population. In this study,

theory and noted that first-and-foremost the

respondents had been in research

study must focus on a process (Creswell,

administration for more than three years.

2013) such as the IRB submission. The goal

Age was captured as a range to determine

of studying the IRB process is to develop

whether interviewees had served in other

substantive and general theories

roles during their professional career or if

surrounding the concept of Research

they had dedicated a large period of their

Administrative Burden. The structure of

working life to the field. Their highest

data analysis in Grounded Theory is rigid

academic degree was noted to determine

12
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the level of education. Additionally, a

the United States and foreign nations that

marker question was posed to ensure the

may request funding from U.S. sources.

subject had an understanding of the most

Every year, each region hosts a local

common professional language used in

conference; the central administration hosts

research administration. These

a national conference for members. The

demographic variables, paired with the tag

organization has grown over time and had

question, helped determine whether

an estimated 1,500 total members as of 1990

participants were knowledgeable in the

(Nixon, 1990). This total has grown to over

field of research administration and

7,700 members. Region Five (V) contains

research in general.

both Texas and Oklahoma as members and

The study sample was chosen from a

boasts a diverse membership of over 650

pool of subject matter experts and

faculties and staff from research institutions

categorized into three groups. The first

and private industry (NCURA, 2016b). The

group were research administrators.

Region V Executive Committee agreed to

Research administrators were selected

provide access to active members for this

to gain a greater understanding of the U.S.

project. Subjects were recruited through

research administration process and any

Region V social media, such as Facebook

potential burden. The National Council of

and the NCURA Magazine. The NCURA

University Research Administrators

group provided access to the remaining two

(NCURA), which was founded in 1959,

groups.

served to identify the possible recruitment

The second group of participants was

sample. The NCURA website states that:

self-selected researchers. Based on the

“NCURA serves its members and advances

interview questions, participants identified

the field of research administration through

themselves as scientists who had

education and professional development

participated in research and research

programs, the sharing of knowledge and

administrative activities, including

experience … by fostering a professional,

paperwork submission for studies

collegial, and respected community”

conducted in the United States. As

(NCURA, 2016a, n.p.). Members join

expected, this group held a majority of

NCURA and other professional

terminal degrees such as Ph.D., MD or JD.

organizations for several reasons, including

The second group sample came from

professional development (Roberts, 2005).

multiple institutions, so as not to bias the

NCURA consists of eight regions that serve
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experiment from a single research

Institutional Animal Care and Use

administration or IRB process.

Committee or Conflict of Interest

The third sample group was a hybrid of

Committee. The sample was recruited from

researchers and administrators. These

multiple institutions and locations to assure

participants were creators of research and

variation in processes. Their experience on

research materials who had a role as a

both sides of the administrative process

committee member, chair, or staff member

provided unique insights. See Figure 1 for a

within a research administration office, such

visual breakdown of the total population

as the Institutional Review Board,

and subgroups.

Figure 1. Study Sample Groups
The survey questionnaire contained

open-ended, unstructured questions and

fewer than 20 questions. The questions were

prompts designed to support the Grounded

framed to capture demographics, longevity

Theory model. Subjects were asked neutral

in the field, and responses to open-ended

issues such as: “Tell me about your

questions. See the Appendix for the full list

experiences with Research Administration,”

of questions as approved by the IRB. The

and “How do you explain your job to

investigation was formulated from the

people outside of Research or Research

survey and served as proxies to larger

Administration?” Subjects then were asked

issues of research administration. The

to provide their impressions of the best and

responses formed the basis of the research

least desirable parts of research

questions and hypotheses posed in the

administration. Researchers’ feelings about

research. In addition to the demographic

regulatory burden were expressed through

data gathered, the remaining inquiries were

the question, "Do you feel that over your

14
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career are more regulations, less or about

designed and implemented in the late

the same amount of regulations?”

1960s, new tools are available that can be

Additional areas of interest related to

used to support the process.

collaboration, the nature of the rules

The process for managing and coding

required for research, and researchers’

the data was based on methodology used in

feelings about the history of the growth of

dissertation research by Spencer. It

research administration. This blend of items

combined traditional interview

allowed the Glaser and Strauss

transcription, the creation of memos and a

methodology of Grounded Theory to be

qualitative data software suite called

applied.

NVivo. NVivo is an unstructured database

Interviews for this experiment were

program selected to teach qualitative

conducted primarily over the telephone or

methods at the University of Texas at Dallas

by email. The materials were submitted to

in the School of Economic, Political and

the researcher via text in email or audio-

Policy Sciences (EPPS). Both paper and

captured during the interview. When

electronic methods rely on the creation of

available, in-person one-on-one interviews

meta-data, or secondary sources that

provided additional insight into the topic.

describe the primary content. While a valid

Each meeting lasted less than one hour. As

Grounded Theory study may rely on paper-

noted in the approved IRB protocol, each

based data capture, there are distinct

audio interview was recorded and

benefits to using NVivo.

transcribed. As expected in the Grounded

The interview transcripts consisted of

Theory methodology, memos were

Microsoft© WordTM documents transcribed

captured during the interview process to

directly from the audio (MP3) files and then

allow for later coding.

loaded into NVivo. Once in the NVivo

Grounded Theory, as modeled by

software, the system allows for easy use of

Glaser and Strauss, has a fixed method of

the captured demographic information and

collecting and reviewing data to describe

initial review of the materials collected in

the experience and to create new theories

the field. Memos considered secondary

that describe the process or activity under

sources of data were associated documents

consideration (Creswell, 2013). This process

that were tied to the interviews in the

is referred to as coding or the arrangement

software suite.

of data into useful categories by the

Once the primary interview data and

researcher. Although the initial concept was

secondary metadata were entered into the
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software, data analysis via open coding

data quickly using a number method that

began. Open coding is the process of

aids in visualizing data (Leech, 2011).

identifying labels for the conceptualization

The system allows for the striping and

of data retrieved upon initial review. It is

highlighting of data sources to enable visual

the first pass of coding within the

representation of coding. Striping is the

Grounded Theory methodology—the

process in which NVivo identifies sections

researcher moves through the collected

of the text that have been coded and those

material and memos by reviewing and

that have not. The grouping lists the stripes.

identifying groups of useful content within

Highlighting allows the coded to be easily

the data. The Glaser and Strauss model calls

reviewed in the body of the article to ensure

for a strict rigid first pass. To accomplish

contextual consistency. Examining the

this task, the questions, as numbered, were

interviews with striping visualization

coded using a standard naming convention.

turned on allows one method of constant

The standard naming convention allowed

comparison. The user of the software can

for easy sorting within the software and

quickly determine if any relevant sections

reviewing the answers across all interviews

were either not coded or coded incorrectly

on a single display window on the desktop.

and move to the next step of Axial coding.

One of the main benefits of a software

Axial coding, or theme motif building, is

suite such as NVivo is the ability to enjoy

the process of data distillation in which

the simplicity and structure of computer

codes are tied together to form overall

databases while allowing the manual aspect

themes and reduce the number of codes

of Grounded Theory Coding to be

from the open first pass. Axial coding is

accomplished. The Glaser and Strauss

done through inductive (i.e., letting the

Grounded Theory requires the researcher to

themes emerge from the data) and

comprehend the meaning conveyed

deductive reasoning, starting with a theory

through the transcript. Being able to jump

held by the researcher. This process is

quickly and confidently between interviews

completed by reviewing existing codes and

and themes in the software allows for the

reassigning them to new groupings. The

necessary constant comparison process of

goal is to locate the primary characteristics

distilling responses into usable data needed

or axis of the process and define a small

to progress in the methodology. The NVivo

subset of relationships or experiences

software tool allows researchers to compare

through a process that can be described as
the initial findings of the research process
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that can support the further distillation of

minimum for each interviewee (three years

experiential data.

working in research) was exceeded, and the

Selective coding is the reduction of the

average for the cohort was 20.5 years with a

previous pass of coding themes to form a

range between 5 and 51 years. The

singular or small group of primary

participant age range was captured in the

relationships in the data. This final step in

interviews—the group tended to be older,

code reduction is the core category for the

with only two responses within the 25- to

particular experience and serves as one of

35-year age range. There were nine

the last steps of theory generation that

responses in the 35- to 45-year age range,

describe the process. Through this process,

nine responses in the 45- to 55-year age

helpful answers derived from the data serve

range, and seven respondents reported

as an endpoint for Grounded Theory.

being over 55 years old.
The survey itself consisted of 17 to 19

RESULTS

questions. The document originally had 19

The literature review showed that the
requirements of research administration

questions, but a study modification was

varies widely based on the nature of the

submitted to the UT Dallas IRB office,

human subjects research protocols and

during the process, to reduce and rephrase

needs within the local institution. These

some questions to better represent the three

complexities are at best poorly understood.

types of subjects interviewed. This change

Often the finer points are argued in the

was helpful for the remaining participants

public journals, leaving no clear path for

who were able to understand the requests

policymakers or tools for practitioners to

more clearly.
The breakdown of the sample collection

measure their environments. The
methodology led to information on and

into three groups with experience in

enabled discussion about the process that

research and research administration

should be utilized in the interviews.

provided a deeper understanding of the
current process from individuals familiar

As dictated by the Grounded Theory
methodology, the process requires between

with multiple angles of the same issue.

20 and 30 responses to reach saturation.

Subjects were asked to self-select their role

According to Creswell (2014), no additional

in research or research administration and

information may be retrieved by conducting

place themselves into one of three

more interviews. The study sample

categories defined by a research

consisted of 27 responses. The work goal
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administrator, scientist or researcher, or a

hybrid category represented 11 members of

hybrid of both (such as a board member).

the total study population and was the

The first group, research administrators,

largest survey group.

consisted of members of NCURA Region 5.

These three groups represented the

To avoid maturation, members who were

complete data set. Survey responses were

previously in Region 5 but had moved to

prepared (transcribing, coding and

other regions due to job advancements were

reviewing the data) and loaded into the

included. A total of 10 self-selected NCURA

NVivo qualitative research software suite

members represented 37% of the total

for analysis.

interviewees.

The audio interviews were transcribed

The second group consisted of self-

from the sound files. Over the course of the

identified researchers. Of the total 27

27 meetings, the primary recording device

subjects, six stated that they were solely

failed twice, and the researcher had to rely

researchers and did not have any back-

on backup audio devices and the memos

office research administration experience.

collected during the interview process. The

These people were recruited for this study,

memos were converted and loaded into

responded from multiple institutions across

NVivo as PDF files to allow for comparison

the U.S., and reported varied scientific

between the notes and audio transcriptions.

backgrounds. The second group was

With interviews and memos loaded into the

formed to reach a wider audience of those

NVivo software, coding of the interview

people who submit paperwork to several

data began.

research administration offices.

The first round of coding, described as

The third group consisted of members

open coding, called for the creation of

who did not fit into either of the two groups

groups or nodes of data to categorize the

and self-identified as having both roles and

responses. The term Node describes a

tasks of both research administrators and

grouping mechanism within the NVivo

researchers. This group included scientists

software suite that behaves like folders in a

who sit on research review boards, such as

Windows environment. The Glaser and

Institutional Review Boards or other

Strauss model calls for these groups to be

research-related committees, and therefore

more structured. The first pass of coding

have knowledge of and insight into both

was labeled Q1, Q2, and Q3 so that the

sides of research administration. The

responses were clearly identified with the

individuals who self-identified in the

corresponding question. The questionnaire
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consisted of 17 questions. The grouping of

interviewees to the questions. See Figure 2

the questions into sections allowed

for the NVivo Generated Content Word

demographic data to house similar

Cloud that describes the content of the

information. The 27 interviews, each

interviews.

represented by a node in Nvivo, matched
the information provided from the

Figure 2. Interview Content Word Cloud
The word cloud is a generated visual

allows for groups of nodes to be clustered

representation of the collected data. This

for easy sorting and review. These new

tool allows the researcher to review specific

nodes were not tied to any specific question

words that have a high frequency within

but instead were associated with the content

the content of the interviews and assist the

found in the answers provided. A total of

researcher in ensuring that relevant topics

six themes emerged from the interviews.

during coding are not missed. With the first

See Table 1.

pass of information loaded into the
software, the second round of coding began.
The next step was to Axial code the
data. Each primary node was opened and
reviewed. Based on this round of review,
new nodes developed. As themes emerged,
a new series of spawned nodes evolved
under the heading of Axial coding. NVivo
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Table 1
Axial Coding Results
Theme

Number of References

Risk Aversion

3

Enforcement of Regulations has Increased

4

Desire to be Seen as a Professional

12

Local Requirements

14

Teamwork

20

Complex and Changing Regulations

30

The six themes that arose from Axial
coding were: (1) Risk Aversion, (2)

research administration but which affected

Enforcement of the Regulations has

both the IRB office and the investigators

Increased, (3) Desire to be Seen as a

who submitted paperwork.

Professional, (4) Local Requirements, (5)

The next theme of Enforcement of the

Teamwork, and (6) Complex and Changing

Regulations has Increased emerged in

Regulations. These themes were found to be

response to the question regarding some

important across several interviews. The

total regulations. It was the opinion of some

frequency occurrence of each overall theme

interviewees that the absolute requirement

demonstrated the relative importance of the

for regulations may not have significantly

topic to the interviewees. Each theme had

increased during their tenure in research

context and a place in the overall activity of

but that enforcement of the existing

research administration.

regulations had increased. The example that

Subjects voiced the theme of Risk

was repeatedly given related to the fiscal

Aversion, which closely correlated to the

conflict experienced by interested parties.

choices made by local institutions to enact

The Bayh-Dole Act which was enacted in

regulations perceived by these subjects as

1980 and which provides for the regulatory

unnecessary or onerous to the researchers

enforcement of financial conflicts of interest

or to the IRB office itself. The consensus was

was not heavily enforced until the early

that local regulations often are implemented

twenty-first century.

to prevent audit risk. In one example, the

The theme, Desire to be Seen as a

institutional decision to require a new

Professional, was created to address the fact

control was made outside of the scope of

that research administrators are seeking to
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be recognized as more than simply

landscape of regulations is constantly

administrative staff. This theme arose

changing and the complexity of the rules

several times in interviews with both the

causes confusion and the possibility of non-

research administration group and the

compliance.

hybrid group. As the complexity of research

The process of Axial coding, as dictated

administration increases, practitioners

by the model, offered great insight into the

desire to be recognized as professionals

thoughts and feelings currently in the

who have chosen a specific educational or

minds of researchers and research

career path.

administrators. As revealed, themes

The theme of Teamwork was raised

indicated through the content of the

multiple times by all groups interviewed.

interviews that they needed to be grouped

Working together to support research was a

and distilled to take the next required step

topic in which all groups showed keen

in Grounded Theory.

interest. The initial discussion came from

Selective coding generated the final

research administrators who wish to be

relationships among the above themes that

seen as supportive of the researchers, as

served as the end-point of the Grounded

well as part of the team that ensures that

Theory model. These relationships created

research is moved forward without delays

the foundation for theory generation into an

due to excessive regulations.

understanding of IRB submissions.

The concern over Local Requirements was

The themes, as discovered, led to the

a theme that sometimes emerged during the

identification of three relationships through

interviews. Individuals in both the

the process of selective coding. The themes

Investigator and Hybrid groups saw these

were: (1) the changing variability of local

local implementations and the discretion for

requirements, (2) teamwork is needed, and

interpreting federal regulations as being

(3) research administrators wish to be seen

issues of concern. Interviewees noted that as

as professionals. Both (2) and (3) served the

the processes changed at each institution

needs of this study. They were developed to

where they worked, it became harder to

enable an understanding of the components

keep up and maintain compliance.

and definitions of Research Administrative

The theme of Complex and Changing

Burden. The third theme, while interesting

Regulations was the finding with the greatest

and expected from the questions posed, will

number of references in the entire set of

be saved for future research.

interviews. All groups noted that the
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Local requirements were distilled from

demonstrate the variability. These four

four of the six identified themes: (1) Risk

central themes as shown in Figure 3 have a

Aversion, (2) Enforcement of Regulations

single relationship that runs like a thread

Increased, (3) Local Requirements, and (4)

through the interviews and points to an

Complex and Changing Regulations

opportunity for improvement.

Figure 3. Selective Coding Process
The groups interviewed were subject matter

CONCLUSION

experts in the application of regulations

All research has limitations. If viewed in
the correct light, the identified limitations

both nationally and locally at their

are opportunities to determine how they

individual institutions. The sample

can be overcome to allow for future

intentionally did not include regulators or

research and provide guidance to

legislators. The regulations served as

institutions.

proxies for the population of regulators.
However, there is room for improvement. A

By using the Glaser and Strauss
Grounded Methodology to define the

more focused study that looks at the process

important aspects of the interactions

of regulation creation, including population

between actors, critical dimensions of the

and methods, would provide further

underserved cooperation between research

insight.
The primary policy suggestion involves

administrators and investigators were

investment in training participants. This

identified.

change starts at the local institutional level

The primary limitation reflects the

where individual investigators and IRB staff

population of the Grounded Theory model.

can work together to address local
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requirements that may stem from

administrators who have demonstrated

institutional mandates or state and federal

dedication to the field. The new degrees

requirements; any tension that is present

offered by higher education institutions

disrupts the process. This teamwork, when

allowing research administrators to obtain

properly functioning, should be

master’s degrees in research administration

transparent. However, if the necessary

and the CRA accreditation are excellent

cooperation is not present, problems may

avenues for those looking to demonstrate

arise. The interviews conducted in this

professionalism to the field. The Certified

study indicate that collaboration is desired

Research Administrator is similar to other

but often difficult to achieve. Each

professional certifications, such as the

institution should strive to foster an

Project Manager Professional (PMP), and

environment of cooperation and

requires continuing education credits to

communication. Regardless of whether the

maintain.

model suggested in this work is applied or

The real-world difficulty of blending the

not, costs should be minimal when

needs of both staff and faculty demonstrates

compared to other solutions and training

why the topic of research administration is

would be beneficial.

an important subject of ongoing discussion.

The theme of Desire to be seen as a

As shown in this study, the qualitative

professional was very prevalent in the

relationships defined through Grounded

survey, and appeared to stem from the

Theory substantiate the finding that

desire of research administrators to be seen

research administrators, who seek to play a

as an important part of the team that

positive role, desired teamwork in

supports researchers. The second policy

supporting investigators as they conduct

suggestion suggests a path for research

complex human research studies.

LITERATURE CITED
Abbott, L., & Grady, C. (2011). A systematic review of the empirical literature evaluating IRBs:
What we know and what we still need to learn. Journal of Empirical Research on Human
Research Ethics, 6(1), 3–19.
Adams, P., Kaewkungwal, J., Limphattharacharoen, C., Prakobtham, S., Pengsaa, K., &
Khusmith, S. (2014). Is your ethics committee efficient? Using “IIRB Metrics” as a self-assessment
tool for continuous improvement at the faculty of tropical medicine, Mahidol University, Thailand.
Ahmed, A. H., & Nicholson, K. G. (1996). Delays and diversity in the practice of local research
ethics committees. Journal of Medical Ethics, 22(5), 263–266.

23

Research Management Review, Volume 22, Number 1 (2017)

America (IDSA), Infectious Diseases Society of. (2009). Grinding to a halt: The effects of the
increasing regulatory burden on research and quality improvement efforts. Clinical Infectious
Diseases, 49(3), 328–335.
Arnold, C. (2012). Texas stem cell rules may impede clinical research. The Lancet, 379(9828),
1776. http://linkinghub.elsevier.com/retrieve/pii/S0140673612607442.
Ashcraft, M. H, & Krause, J. A. (2007). Social and behavioral researchers' experiences with their
IRBS. Ethics & Behavior, 17(1), 1–17.
Beekhuyzen, J. (2007). Putting the pieces of the puzzle together: Using Nvivo for a literature
review. Proceedings of QualIT2007: Qualitative Research, From the Margins to the Mainstream,
Wellington, New Zealand, Victoria University of Wellington (pp. 18–20).
Beekhuyzen, J. (2008). Conducting a literature review: A puzzling task. Australian Association for
Research in Education, Brisbane, Australia.
Bell, J., Whiton, J., & Connelly, S. (1998). Evaluation of NIH implementation of section 491 of the
Public Health Service Act, mandating a program of protection for research subjects. Arlington VA:
James Bell Associates.
Bledsoe, C. H., Sherin, B., Galinsky, A. G., & Headley, N. M. (2007). Regulating creativity:
Research and survival in the IRB iron cage. Northwestern University Law Review., 101, 593.
Blustein, J., Regenstein, M., Siegel, B., & Billings, J. (2007). Notes from the field: Jumpstarting the
IRB approval process in multicenter studies. Health Services Research, 42(4), 1773–1782.
Burke, G. S. (2005). Looking into the institutional review board: Observations from both sides of
the table. The Journal of Nutrition, 135(4), 921–924.
Burris, S., & Moss, K. (2006). US health researchers review their ethics review boards: A
qualitative study. Journal of Empirical Research on Human Research Ethics, 1(2), 39–58.
Bush, V. (1945). Science: The endless frontier. Transactions of the Kansas Academy of Science (1903),
231–264.
Carline, J. D., O’Sullivan, P. S., Gruppen, L. D., & Richardson-Nassif, K. (2007). Crafting
successful relationships with the IRB. Academic Medicine, 82(10), S57–S60.
Cartwright, J. C., Hickman, S. E., Nelson, C. A., & Knafl, K. A. (2013). Investigators' successful
strategies for working with institutional review boards. Research in Nursing & Health, 3(5),
478–486.
Clark, B. Y. (2010). The effects of government, academic and industrial policy on crossuniversity collaboration. Science and Public Policy, 37(5), 314–330.
Collinson, J. A. (2006). Just ‘non-academics’? Research administrators and contested
occupational identity. Work, Employment & Society, 20(2), 267–288.
Collinson, J. A. (2007). ‘Get yourself some nice, neat, matching box files!’ Research
administrators and occupational identity work. Studies in Higher Education, 32(3), 295–309.
De Vries, R., Anderson, M. S., & Martinson, B. C. (2006). Normal misbehavior: Scientists talk
about the ethics of research. Journal of Empirical Research on Human Research Ethics, 1(1), 43–
50.
Dingwall, R. (2007). The ethical case against ethical regulation in humanities and social science
research. Journal of the Academy of Social Sciences, 3(1), 1-12.

24

Research Management Review, Volume 22, Number 1 (2017)

Dyrbye, L. N., Thomas, M. R., Mechaber, R. J., Eacker, A., Harper, W., Massie Jr., M. F., Power,
D. V., & Shanafelt, T. D. (2007). Medical education research and IRB review: An analysis and
comparison of the IRB review process at six institutions. Academic Medicine, 82(7), 654–660.
Flory, J., & Emanuel, E. (2004). Interventions to improve research participants—Understanding
in informed consent for research: A systematic review. JAMA: The Journal of the American
Medical Association, 292(13), 1593–1601. http://dx.doi.org/10.1001/jama.292.13.1593.
Giles, J. (2005). Researchers break the rules in frustration at review boards. Nature, 438(7065),
136–137.
Gold, J., & Dews, C. S. (2005). Institutional review boards and multisite studies in health
services research: Is there a better way? Health Services Research, 40(1), 291–308.
http://dx.doi.org/10.1111/j.1475-6773.2005.00354.x.
Greene, S. M., & Geiger, A. M. (2006). A review finds that multicenter studies face substantial
challenges but strategies exist to achieve institutional review board approval. Journal of
Clinical Epidemiology, 59(8), 784–790.
Guta, A., Nixon, S. A., & Wilson, M. G. (2013). Resisting the seduction of “Ethics Creep”: Using
Foucault to surface complexity and contradiction in research ethics review. Social Science &
Medicine, 98, 301–310.
Haggerty, K. D. (2004). Ethics creep: Governing social science research in the name of ethics.
Qualitative Sociology, 27(4), 391–414.
Hamburger, P. (2004). The new censorship: Institutional review boards. The Supreme Court
Review, 271–354.
Harrison, F. (1974). The management of scientists: Determinants of perceived role performance.
Academy of Management Journal, 17(2), 234–241.
Hatch, M. J. (1996). The role of the researcher: An analysis of narrative position in organization
theory. Journal of Management Inquiry, 5(4), 359–374.
Heath, H., & Cowley, S. (2004). Developing a grounded theory approach: A comparison of
Glaser and Strauss. International Journal of Nursing Studies, 41(2), 141–150.
Heimer, C. A., & Petty, J. (2007). Bureaucratic ethics: IRBs and the legal regulation of human
subjects research. Annual Review of Law and Social Science, 6, 601–626.
Hyman, D. A. (2007). Institutional review boards: Is this the least worst we can do.
Northwestern University Law Review, 101, 749.
Jones, J. S., White, L. J., Pool, L. C., & Dougherty, J. M. (1996). Structure and practice of
institutional review boards in the United States. Academic Emergency Medicine, 3(8), 804–809.
Kaktins, N. M. (2009). Faculty guide to the institutional review board process. Nurse Educator,
34(6), 244–248.
Kaplan, N. (1959). The role of the research administrator. Administrative Science Quarterly, 20–42.
Kaur, S., & Balan, S. (2015). Towards a balanced approach to identifying conflicts of interest
faced by institutional review boards. Theoretical Medicine and Bioethics, 36(5), 341–361.
Kelch, R. P. (2002). Maintaining the public trust in clinical research. The New England Journal of
Medicine, 346(4), 285. http://www.nejm.org/doi/pdf/10.1056/NEJM200201243460413.
Kennedy, J. M. (2005). Institutional review boards and institutional researchers. New Directions
for Institutional Research, (127), 17–31.

25

Research Management Review, Volume 22, Number 1 (2017)

Kent, G. (1999). Responses by four local research ethics committees to submitted proposals.
Journal of Medical Ethics, 25(3), 274–277. http://jme.bmj.com/content/25/3/274.full.pdf.
Kramer, J. M., Smith, P. B., &Califf, R. M. (2012). Impediments to clinical research in the United
States. Clinical Pharmacology & Therapeutics, 91(3), 535–541.
Lee, S., & Bozeman, B. (2005). The impact of research collaboration on scientific productivity.
Social Studies of Science, 35(5), 673–702.
Leech, N. L., & Onwuegbuzie, A. J. (2011). Beyond constant comparison qualitative data
analysis: Using Nvivo. School Psychology Quarterly, 26(1), 70.
Levine, F. J., & Skedsvold, P. R. (2008). Where the rubber meets the road: Aligning IRBs and
research practice. PS: Political Science & Politics, 41(3), 501–505.
Lincoln, Y. S., & Tierney, W. G. (2004). Qualitative research and institutional review boards.
Qualitative Inquiry, 10(2), 219–234. http://dx.doi.org/Doi 10.1177/1077800403262361.
Lindenauer, P. K., Benjamin, E. M., Naglieri-Prescod, D., Fitzgerald, J., & Pekow, P. (2002). The
role of the institutional review board in quality improvement: A survey of quality officers,
institutional review board chairs, and journal editors. The American Journal of Medicine,
113(7), 575–579. http://ac.els-cdn.com/S0002934302012500/1-s2.0-S0002934302012500main.pdf?_tid=855cc5b4-b264-11e5-a94f00000aacb361&acdnat=1451858230_cda6c9731460986738e4ad2eba7856b3.
Mainzer, L. C. (1963). The scientist as public administrator. The Western Political Quarterly, 814–
829.
Martinson, B. C., Anderson, M. S., Crain, A. L., & De Vries, R. (2006). Scientists' perceptions of
organizational justice and self-reported misbehaviors. Journal of Empirical Research on Human
Research Ethics, 1(1), 51–66.
Menikoff, J. (2007). Where's the law-Uncovering the truth About IRBs and censorship.
Northwestern University Law Review, 101, 791.
National Council of University Research Administrators (NCURA). (2016a). About us. Last
modified 2016. Accessed February 13, 2016: http://www.ncura.edu/AboutUs.aspx.
National Council of University Research Administrators (NCURA). (2016b). Region V history.
Last modified 2016. Accessed February 13, 2016.
http://www.ncuraregionv.com/documents/2016/Others/2016_Historical_information_NC
URA_Region_V.pdf.
Pelz, D. C. (1959). Interaction and attitudes between scientists and the auxiliary staff: I.
Viewpoint of staff. Administrative Science Quarterly, 321–336.
Perlman, D. (2012). Rethinking local institutional review board (IRB) review at state health
departments: Implications for a consolidated, independent public health IRB. The Journal of
Law, Medicine & Ethics, 40(4), 997–1007.
Petersen, L. A., Simpson, K., SoRelle, R., Urech, T., & Sookanan Chitwood, S. (2012). How
variability in the institutional review board review process affects minimal-risk multisite
health services research. Annals of Internal Medicine, 156(10), 728–735.
Pogorzelska, M., Stone, P. W., Gross Cohn, E., & Larson, E. (2010). Changes in the institutional
review board submission process for multicenter research over 6 years. Nursing Outlook,
58(4), 181–187.

26

Research Management Review, Volume 22, Number 1 (2017)

Pollock, K. (2012). Procedure versus process: Ethical paradigms and the conduct of qualitative
research. BMC Medical Ethics, 13(1), 25.
Reeser, J. C., Austin, D. M., Jaros, L. M., Mukesh, B. N., & McCarty, C. A. (2008). Investigating
perceived institutional review board quality and function using the IRB Researcher
Assessment Tool. Journal of Empirical Research on Human Research Ethics, 3(1), 25–34.
Resnik, D. B. (2015). Unequal treatment of human research subjects. Medicine, Health Care and
Philosophy, 18(1), 23–32.
Rivera, S. M. (2008). Clinical research from proposal to implementation: What every clinical
investigator should know about the institutional review board. Journal of Investigative
Medicine, 56(8), 975–984.
Roberts, T. J. (2005). Perceptions of research administrators on the value of certification. Orlando, FL:
University of Central Florida.
Saha, D. C., Ahmed, A., & Hanumandla. S. (2011). Expectation-based efficiency and quality
improvements in research administration: Multi-Institutional case studies. Research
Management Review, 18(2), 1–26.
Seiler, L. H., & Murtha, J. M. (1980). Government regulation of research. Society, 18(1), 23–31.
Shuster, E. (1997). Fifty years later: The significance of the Nuremberg Code. New England
Journal of Medicine, 337(20), 1436–1440. http://dx.doi.org/10.1056/NEJM199711133372006.
Stair, T. O., Reed, C. R., Radeos, M. S., Koski, G., Camargo, C. A., & Marc Investigators
(Multicenter Airway Research Collaboration). (2001). Variation in institutional review board
responses to a standard protocol for a multicenter clinical trial. Academic Emergency
Medicine, 8(6), 636–641. http://dx.doi.org/10.1111/j.1553-2712.2001.tb00177.x.
Stark, L. (2007). Victims in our own minds? IRBs in myth and practice. Law & Society Review,
41(4), 777–786.
Stewart, P. M., Stears, A., Tomlinson, J. W., & Brown, M. J. (2008). Regulation—The real threat
to clinical research. British Medical Journal , 337, 1-3.
Stoddard, D. G. (2009). Falling short of fundamental fairness: Why institutional review board
regulations fail to provide procedural due process. Creighton Law Review, 43, 1275.
Sugarman, J., Getz, K., Speckman, J. L., Byrne, M. M., Gerson, J., & Emanuel, E. J. (2005). The
cost of institutional review boards in academic medical centers. New England Journal of
Medicine, 352(17), 1825–1827. http://www.nejm.org/doi/pdf/10.1056/NEJM200504283521723.
Vick, C. C., Finan, K. R., Kiefe, C., Neumayer, L., & Hawn, M. T. (2005). Variation in
institutional review processes for a multisite observational study. American Journal of
Surgery, 190(5), 805–809. http://dx.doi.org/10.1016/j.amjsurg.2005.07.024.
Wagner, T. H., Bhandari, A., Chadwick, C. L., & Nelson, D. K. (2003). The cost of operating
institutional review boards (IRBs). Academic Medicine, 78(6), 638–644.
White, R. F. (2007). Institutional review board mission creep. INDEPENDENT REVIEWOAKLAND, 11(4), 547.
Whitney, S. N., Alcser, K., Schneider, C. E., McCullough, L. B., McGuire, A. L., & Volk, R. J.
(2008). Principal investigator views of the IRB system. International Journal of Medical
Sciences, 5(2), 68.
Zaren, H. A., Nair, S., Go, R. S., Enos, R. A., Lanier, K. S., Thompson, M. A., Zhao, J., Fleming, D.
L., Leighton, J. C., & Gribbin, T. E. (2013). Early-phase clinical trials in the community:

27

Research Management Review, Volume 22, Number 1 (2017)

Results from the National Cancer Institute Community Cancer Centers Program EarlyPhase Working Group Baseline Assessment. Journal of Oncology Practice, 9(2), e55–e61.
Zywicki, T. J. (2007). Institutional review boards as academic bureaucracies: An economic and
experiential analysis. Northwestern University Law Review, 101, 861.

APPENDIX
1)

Can you tell me your age range?
•
25 –35
•
45 –55
•
35 –45
•
55 Above
2)
Can you describe your role in your institution?
•
Office Staff
•
Executive
•
Departmental Staff
•
Researcher
•
Management
3)
What is your highest degree earned?
4)
How would you describe your role in Research and/or Research Administration?
•
Scientist / Researcher
•
Research Administration
•
Both (such as a Board member)
5)
How long have you been working in Research or Research Administration?
6)
Tell me about your experiences with Research Administration.
7)
How do you explain your job to people outside of Research or Research Administration?
(Example: Friends or Family)?
8)
What is the best part of Research Administration?
9)
What is the most trying or hardest part of working through Research Administration?
10)
Over your career do you feel that there are more regulations? Less? About the same?
Follow-up: Can you explain?
11)
If more: Do you ever feel that these regulations “get in the way” or hinder research?
12)
Do you understand the abbreviations Grants, COI, IACUC, IRB?
13)
Do you feel that research scientists understand the regulations they must uphold?
(Grants, COI,IACUC, IRB)
Follow-up: Can you explain?
Follow-up: Which ones cause the most confusion?
Follow-up: Which ones are the easiest to understand?
14)
Do scientists (or their team members) ever voice concern or complain about the
regulations, policies or expectations?
Follow-up: Can you recall which regulations or polices stand out as receiving the most
criticism?
15)
Do you believe scientists and Research Administrators work together or against each
other?
16)
How would you improve current regulations or polices for any of the departments
under Research Administration? Research Administration as a whole?
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17)
Do you have any Research Administration stories or additional information you want to
share?
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