
Cyber IRB 
Submittal Workshops 

To better assist the campus 
community in the transition 
to electronic submittal, OPRS 
will host weekly workshops 
for faculty and students.  The 
workshops will run an hour 
and investigators will receive 
hands on experience using the 
CyberIRB software.  Please 
be advised that paces are 
limited.  For more information 
and/or to reserve a seat, 
please contact Jon Basilio 
at: jonathan.basilio@unlv.edu 
or call: (702) 895-2794 

Workshop Schedule:
Mon. Sep. 9th @ 11am

Tue., Sep. 18th @ 12 pm
 Wed., Sep. 24th @ 11am

Mon., Oct. 6th @ 2 pm
Tue., Oct. 14th @ 10 am

Wed., Oct. 22nd @ 10 am
Thu., Oct. 30th @ 12 pm
Wed., Nov. 5th @ 12 pm
Thu., Nov. 13th @ 10 am

Contact OPRS at:
702.895.2794

http://research.unlv.edu/OPRS/

FDH 518 — M/S 1047

August 2008 Volume I, Issue II

From the Director 
I am pleased to announce, with the support of the VP 
for Research and Graduate Dean, Dr. Ron Smith and 
the AVP for Research, Dr. Stan Smith, OPRS has moved 
forward with plans for an electronic protocol submission 
process.This new electronic system, named CyberIRB®, 
will allow researchers to submit all IRB applications and 
paperwork to OPRS electronically.

The online submission of new, requested revisions, 
modifications and continuing review of protocols will 
assist in streamlining the IRB process for investigators.
To ensure that the electronic submission process is rolled 
out with minimal flaws, OPRS will beta test the program 
with various departments. Beta testing should begin 
September 2008 and is slated to go live October 2008.To 
ensure an effortless transition to the electronic process, 
OPRS will be providing weekly workshops, graduate 
classroom electronic protocol submission instruction, 
as well as taking requests for electronic instruction to be 
presented during faculty department meetings. Please 
see workshop schedule found in this newsletter and on 
the OPRS website.

This system will provide many obvious 
benefits for UNLV researchers:

online application will overcome geographic 
barriers

better security for confidential information 

one version of IRB application in one location

improved accuracy of information submitted

consistent, complete access to application data

easier process to revise/modify existing protocols

reduced potential for error

reduced time for application screening by OPRS 
prior to IRB review

virtual elimination of the re-keying of information 

reduction in paper use 

all of the above benefits will contribute to an 
overall faster turnaround for IRB application 
submission 

Additional information will be provided as we continue 
to move forward. 

Brenda Durosinmi
OPRS Director

Office for the Protection of Research Subjects

Serving People
Serving Research

Serving Knowledge

IRB Decisions to Approve, 
Requests Revisions, Table or 
Disapprove
The UNLV Institutional Review Boards (IRBs) provide oversight 
for research activity conducted by the institution’s researchers. 
They have the responsibility to insure and safeguard the 
rights and welfare of human subjects who participate in 
research activities conducted by UNLV investigators.To this 
end, the Board is obligated and authorized by university 
policy, federal and state statutes to:

Ensure that subjects are adequately informed of 
the nature of the study;

Ensure that subjects’ participation is voluntary;

Ensure that the benefits of a study outweigh its 
risks;

Ensure that the risks and benefits of the study 
are evenly distributed among the possible subject 
populations; 

Suspend human subject activity that violates 
regulations, policies, procedures, or an 
approved protocol, and report such violation and 
suspension to the Institutional Official; and

The IRB(s) will review, and have the authority to 
approve, table to require revisions of the protocol 
or disapprove all research activities, including 
proposed changes in previously approved human 
subject research.

Research involving human subjects must be reviewed 
by the IRB: 

Before research activities begin;

Before making any changes to an approved 
protocol; 

If the research activity will continue past the 
approved date; and 

When concerns or noncompliance are reported 

Upcoming Protocol 
Due Dates

Social Behavioral IRB

August 14th

Biomedical IRB

August 26th

Social Behavioral IRB

September 11th

Biomedical IRB

September 23rd
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From The Director
In human subjects research, investigators have the primary 
responsibility for protecting the rights and welfare of the 
research participants and are responsible for complying with 
federal and state regulatory statutes and complying with 
all applicable provisions of UNLV human research policies 
and procedures. It is important that research be conducted 
according to the IRB approved protocol while complying with 
all IRB determinations. 

Obtaining and documenting the informed consent of each 
subject or each subject’s legally authorized representative, 
unless the IRB has waived these requirements is obligatory as 
is ensuring that each potential subject is aware of the nature of 
the research and participation. Investigators should provide a 
copy of the IRB approved informed consent document to each 
subject or the subject’s legally authorized representative at the 
time of consent, unless the IRB has specifically waived this 
requirement. All signed consent documents are to be retained 
for at least 3 years after the completion of the research and 
according to institutional policy. 

This edition of the OPRS Newsletter will serve as an additional 
resource for information on informed consent. The information is 
the second of a four part series that began with the September 
2008 issue.   

The OPRS office is committed to providing a supportive, 
meaningful and expeditious service to assist researchers in 
the IRB review process.  We look forward to your suggestions 
for future publication topics.

Brenda Durosinmi
OPRS Director

Informed Consent
Informed consent refers to the voluntary choice of an individual 
to participate in research based on accurate and complete 
information of, among other things, its purposes, procedures, 
risks, benefits, alternatives, and any other factors that may 
affect a person’s decision to participate.

Informed consent is not a single event or just a form to be 
signed. Rather, it is an ongoing process that takes place 
between the investigator and the subject.

The basic concepts of the consent process include:

full disclosure of the nature of the research and the •	
subject’s participation, adequate comprehension on the 
part of the potential subject, and 

the subject’s voluntary choice to participate. •	

General Requirements
Informed consent must be prospectively obtained from •	
the subject or a legally authorized representative of the 
subject (if allowed by state law).

Information must be conveyed in language that is •	
understandable to the subject or the subject’s legally 
authorized representative.

The subject must be given sufficient opportunity to •	
consider whether or not to participate.

Consent must be sought only under circumstances that •	
minimize the possibility of coercion or undue influence.

Informed consent may not include any exculpatory •	
language. For example, subjects must not be made to 
give up legal rights or be given the impression that they 
are being asked to do so.

Comprehension
Even though the IRB has approved a consent procedure, it is 
the investigator’s responsibility to ensure that each potential 
subject is aware of the information and to take the appropriate 
steps necessary to gain that comprehension of the study.

Individuals may not be involved as research subjects 
unless:

they are aware of the information that has been provided •	
and informed consent has been obtained, or 

the IRB has approved a waiver for informed consent •	
of the subject.

Upcoming 
Cyber IRB 
Trainings

Feb. 3rd  

10am to 11am

Feb. 4th  

11:30am to 12:30pm

Feb. 9th 

2pm to 3pm

Feb. 12th 

10am to 11am

Feb. 17th 

12pm to 1pm

Feb. 19th 

11:30am to 12:30pm

Feb. 23rd 

11am to 12pm

Feb. 25th 

12pm to 1pm

To Register Contact 

OPRS at:

702.895.2794
http://research.unlv.edu/OPRS/

OPRSHumanSubjects@unlv.edu
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Upcoming Protocol 
Due Dates

Social Behavioral IRB 

February 12

Biomedical IRB 

February 24

Social Behavioral 

March 19

Biomedical IRB 

March 



Research activity can begin only after an 
Approval Notice has been issued to the PI 
from OPRS.  
Approval - All stipulations for the protection of human subjects have 
been met.  An “approve” decision on new research (or a modification 
in research protocol), signifies that the IRB is accepting oversight (or 
continued oversight) of the research and allowing the research to go 
forward as approved. The PI is notified by written correspondence of 
the decision.  

Revisions Request - Minor revisions are required before the IRB can 
finalize approval of research activity. PIs must respond in writing to IRB 
stipulations and recommendations within 60 days from the date of notice. 
Additional time may be requested. If response is not received within the 
time allotted, the protocol will be administratively closed. 

Table - Additional information is necessary before the IRB can render any 
decision on the research activity. A “table” action removes the research 
protocol from IRB consideration in order that additional information or 
clarification can be obtained from the PI. The PI is notified by written 
correspondence of the decision.  The IRB Chair, Board member or Staff 
may also communicate with PI to address reasons for tabling the item. 
The investigator may be requested to appear before the IRB.  As noted 
above, a two month time frame for receipt of information applies.

Disapprove - Most decisions to “disapprove” involve research subject 
safety and/or scientific validity.  This decision signifies that the IRB is 
rejecting oversight of the project as submitted, and the research activity 
is not allowed to begin. When the IRB disapproves a modification 
to an already approved research activity, the modification cannot be 
implemented, but the previously approved activity may continue. The 
PI is notified by written correspondence of the decision.  The IRB 
Chair, board member or staff can work with the PI to assist him/her in 
resubmitting the protocol. 

OPRS Staff 
Jon Basilio, BS
Administrative Assistant III
Office Manager; CITI certification coordinator; Provides triage for 
questions and concerns relating to human subjects research; Assists 
with special projects

Christa Esparza 
Compliance Coordinator
Coordinates with Social/Behavioral and Biomedical Administrators in the 
protocol triage process; ProIRB® and CyberIRB® electronic submission 
systems specialist; Processes Approvals, Continuing Reviews, and 
Modifications

Josi Dos Santos, BA
Compliance Administrator
Conducts initial review of Social Behavioral Sciences protocols and related 
materials to identify regulatory, legal or ethical issues; Serves as the liaison 
between researchers and the Social Behavioral Sciences IRB through 
meetings and written correspondence; Coordinates IRB meetings and 
maintains IRB records for federal compliance and inspection; Provides 
assistance in audits and non-compliance functions

Cindy Lee-Tataseo, BS, CIP, CIM
Sr. Compliance Administrator
Facilitates the Biomedical Sciences IRB; Ensures research is conducted in 
compliance with federal laws, regulations, policies and guidelines; Provides 
initial review and evaluation of Biomedical Sciences research protocols 
and assists researchers with intricate issues of research compliance; 
Serves as human research compliance educator, providing  workshops 
and presentations to graduate research classes, faculty,and others as 
requested; Lead investigator for audits and non-compliance issues

Brenda Durosinmi, BGS, MPA, CIP, CIM
Director/IRB Administrator
Provides oversight for the UNLV human research protection and compliance 
program for all UNLV campuses to ensure a culture of research compliance; 
Responsible for the administration of the Biomedical and Social and 
Behavioral Sciences IRBs; Serves as the authority with expert knowledge of 
federal and state regulatory statutes and university policies and procedures 
for human subject research; Implements educational training and outreach 
programs to members of the UNLV research community; Develops and 
updates IRB policies and procedures; Represents the UNLV human 
research protection and compliance program through presentations 
and publications at regional and national meetings; Supervises the 
administrative and clerical functions of research compliance

Office for the Protection of Research Subjects
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Elements of Informed Consent
Federal regulations detail specific elements of information that must 
be provided to each research subject unless the IRB has approved a 
waiver or alteration of these requirements. Basic elements of informed 
consent include a:

statement that the study involves research, an explanation of the •	
purposes of the research, the expected length of the subject’s 
participation, a description of the procedures to be followed, and 
identification of procedures which are experimental in nature; 

description of any reasonably foreseeable risks or discomforts to •	
the subject; 

description of any benefits, to the subject or others which may •	
reasonably be expected from the research; 

disclosure of appropriate alternative procedures or courses of •	
treatment, if any, that are available that might be advantageous 
to the subject; 

a statement describing the extent, if any, to which confidentiality of •	
records identifying the subject will be maintained. 

Basic elements of informed consent also include:
For research involving more than minimal risk, an explanation as •	
to whether any compensation or medical treatments, are available 
to the subject if injury occurs and if so, what that may consist of or 
when further information can be obtained; 

An explanation of whom to contact for pertinent questions about •	
the research and research subjects rights. 

An explanation of whom to contact in the event the subject experiences •	
a research-related injury; 

A statement that participation is voluntary and refusal to participate •	
will not result in penalty or loss of benefits to which the subject is 
otherwise entitle and the subject may withdraw at anytime without 
penalty or loss of benefits to which the subject is entitled. 

Research and Procedures
The information provided to subjects should:

make clear that the activity involves research and describe the •	
overall experience that will be encountered; 

explain the procedures, including any parts that are experimental (e.g., •	
a new drug, extra tests, separate research records, or nonstandard 
means of management, such as flipping a coin for random assignment 
or other design issues); and 

include the expected length of time it will take for study visits or •	
scheduled procedures, as well as the total expected length of 
participation. 

Risks
All reasonably foreseeable risks, discomforts, inconveniences, and harms 
that are associated with the research activity should be described. 
Investigators should be forthcoming about risks and not understate or 
gloss over reasonably foreseeable risks. If additional risks are identified 
during the course of the research, the consent process and documentation 
will require revisions, and subjects previously consented may need to be 
re-contacted and informed of the additional risks.

Benefits
Any benefits to subjects or others that may reasonably be expected from 
the research should be described. Investigators should be frank about 
benefits and not overestimate or magnify the possibility of benefits to 
the subject. If there is no reasonable expectation of benefit, the subject 
should be told this. Payment to subjects should not be listed or described 
as a benefit of participating in the research.

Alternatives to Participation
If appropriate, alternatives to participating in the research project that 
might be advantageous to the subject should be described. Investigators 
should be reasonably specific about describing the nature and type of 
available alternatives to participation if appropriate.

Confidentiality Protections
Federal regulations require that subjects be told the extent, if any, to 
which confidentiality of research records identifying the subject will be 
maintained. For example, sponsors, funding agencies, regulatory agencies, 
and the IRB may review research records. Some studies may need 
sophisticated encryption techniques to prevent confidentiality breaches 
or may need a Certificate of Confidentiality to protect the investigator 
from being compelled to release (e.g., under subpoena) subjects’ names 
or identifiable private information.

Compensation for Injury
If research-related injury (i.e., physical, psychological, social, financial, 
or otherwise) is possible in research that is more than minimal risk, 
an explanation must be given as to whether any compensation and 
treatment will be provided to an injured subject. If so, the compensation 
and treatment should be described, or the subject should be told where 
further information may be obtained. Federal regulations do not limit injury 
to only “physical injury.” 

The regulations prohibit:
Requiring subjects to waive or appear to waive any of their legal rights, 
and leading subjects to believe they are waiving their rights. Consent 
language regarding compensation for injury must be selected carefully 
so that subjects are not given the impression that they have no recourse 
to seek satisfaction beyond the institution’s voluntarily chosen limits.

Contact Persons
The regulations require that the subject be provided with information on 
who to contact to answer questions about the research and the rights of 
research subjects. Subjects must also be informed of whom to contact 
in the event of any research-related injuries.

This information must be explicitly stated and addressed in the consent 
process and documentation.

A single contact person is not likely to be sufficient to answer all questions. 
Questions about the research are frequently best answered by the 
investigator(s). However, questions about the rights of research subjects 
may best be referred to persons not on the research team. These questions 
may be addressed to OPRS. 

Voluntary Participation				     
The regulations require statements regarding voluntary participation and 
the right to withdraw at any time. Subjects must be informed that:

participation is voluntary•	

participation may be discontinued at any time•	

there is no penalty or loss of benefits for refusing to participate or •	
discontinuing participation.


