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Department: UAMS Institutional Review Board 
Policy Number: 1.1 
Section: Principles and Authority 
Effective Date: July 31, 2002 
Revision Dates: February 8, 2005; March 5, 2004; November 18, 2002 
 
SUBJECT:  Principles Governing the Committee 
 
The University of Arkansas for Medical Sciences (UAMS), its staff, employees, faculty, students and any 
institution or individual using the UAMS IRB, are guided by the ethical principles regarding all research 
involving humans as subjects as set forth in the report of the National Commission for the Protection of Human 
Subjects of Biomedical and Behavioral Research (the “Belmont Report”) regardless of whether the research is 
subject to Federal regulation or with whom conducted or the source of support (i.e., sponsorship). 
 
The three basic principles relevant to the protection of human subjects in biomedical and behavioral research 
as set forth in the Belmont Report are: 
 

Respect for Persons: recognition of the personal dignity and autonomy of individuals and special 
protection of those persons with diminished autonomy; 
 
Beneficence: obligation to protect persons from harm by maximizing anticipated benefits and 
minimizing possible risks of harm; and 
 
Justice: fairness in the distribution of research benefits and burdens. 

 
The IRB operates under a Federalwide Assurance (FWA) in which it agrees to uphold the ethical principles of 
the Belmont Report and to apply all applicable Federal Regulations to all research involving human subjects 
regardless of sponsorship.  In addition, the IRB operates according to state and institutional regulations, Good 
Clinical Practices (GCP) guidelines, and the Tripartite International Conference on Harmonization (ICH). 
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Department: UAMS Institutional Review Board 
Policy Number: 1.2 
Section: Principles and Authority 
Effective Date: July 31, 2002 
Revision Dates: February 8, 2005; March 5, 2004; November 18, 2002 
 
SUBJECT:  Authority of the Committee 
 
The IRB has the authority to: 
 

1. Approve, disapprove, or require modifications of all human research activities ; 
2. Require progress reports from the investigators and oversee the conduct of the studies; 
3. Suspend or terminate approval of an ongoing study; 
4. Reopen terminated/closed protocols; 
5. Observe or have a third party observe the consent process and the research 

In order to approve research, the IRB shall determine that all of requirements outlined in IRB Policy 7.1 are 
satisfied. 

In its review of human participant research, the IRB has jurisdiction over all aspects of the research including, 
but not limited to: 
 

Methods of identifying potential subjects 

Methods proposed for contacting potential subjects 

Materials to recruit subjects and proposed compensation 

Pilot studies 

Proposals to use or provide stored blood, tissues, or confidential data 

Surveys and questionnaires 

The informed consent process and forms 

The protocol and summary of the research 

Evaluation of risks and benefits to subjects 

Unanticipated problems involving risk to subjects 

Proposed changes to the research 

Continuing reviews 

Use of investigational drugs and devices in emergencies 

Humanitarian use of drugs and devices 

Eligibility for exemption or expedited review 

Human participant research approved by the IRB may be subject to further review by other institutional 
committees or officials.  The University of Arkansas for Medical Sciences retains the right to disapprove any 
research covered by these policies.  However, the University of Arkansas for Medical Sciences may not 
approve any research if it has not been approved by the IRB. 



Department: UAMS Institutional Review Board 
Policy Number: 1.3 
Section: Principles and Authority 
Effective Date: July 31, 2002 
Revision Dates: February 8, 2005; March 5, 2004; November 18, 2002 

 
SUBJECT:   Federalwide Assurances (FWA) 
 
Purpose:  The purpose of this policy and procedure is to provide a basic summary of 
the assurances UAMS made under its Federalwide Assurance regarding Human Subject 
Research. 
  
References:  All IRB Policies and Charter 
 
Policy:  All research reviewed by the UAMS IRB, regardless of funding source, will be 
governed by the principles outlined in the UAMS Federalwide Assurance    
 
UAMS FWA#:  FWA00001119 
 
Summary of Assurances (Complete Assurance Terms and FWA Document 
available and on file with IRB): 

1. Human Subject Research Must be Guided by Ethical Principles as outlined 
in the Belmont Report.  1)  Respect for Persons – People are autonomous and 
those with diminished autonomy are entitled to protection; 2) Beneficience – 
Protection from harm and Minimize Potential Risks and Maximize Potential 
Benefits; and 3) Justice – Fairness in distributing benefits and burdens in 
research. (IRB Policy 1.4) 

2. Applicability.  To all research, regardless of funding, which involves 
engagement in human subject research or receipt of a direct award to conduct 
human subject research, even when all activities might be carried out by a 
subcontractor or collaborator.  (IRB Policy 1.4 and 2.7) 

3. Compliance with the Federal Policy for the Protection of Human Subjects.  
Also known as the Common Rule, 45 CFR 46 and its Subparts A, B, C and D. 

4. Written Procedures.  Written procedures for the following will be maintained.   
 1) ensuring prompt reporting (IRB Policy 2.6) to appropriate officials of 

any: (i) unanticipated problems involving risks to subjects or others, (IRB 
Policy 10.2) (ii) serious or continuing noncompliance with the Federal 
Regulations or IRB requirements (IRB Policy 12.4), and (iii) suspension or 
termination of IRB approval. (IRB Policy 7.9); 

 2) Verification by someone other than the researcher  whether proposed 
human subject research activities qualify for exemption (IRB Policies 1.4 
and 7.3); 

 3) Conducting IRB initial and continuing review (not less than once per 
year), approving research, and reporting IRB findings to the investigator 
and the Institution (IRB Policies 7.4 – 7.6);  

 4) Determining which projects require review more often than annually 
and which projects need verification from sources other than the 
investigator that no material changes have occurred since the previous 
IRB review (IRB Policy 7.6); and 
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 5) Ensuring that changes in approved research protocols are reported 
promptly and are not initiated without IRB review and approval, except 
when necessary to eliminate apparent immediate hazards to the subject 
(IRB Policy 8.1). 

5. Responsibilities and Scope of IRB(s).  All human subject research, except as 
meets the DHHS exempt categories, will be reviewed, prospectively approved, 
and subject to continuing oversight and review at least annually by the 
designated IRB(s). The IRB(s) will have authority to approve, require 
modifications in, or disapprove the covered human subject research. (IRB Policy 
1.2) 

6. Informed Consent Requirements.  Except for research exempted or waived in 
accordance with Sections 101(b) or 101(i) of the Common Rule, informed 
consent will be: a) sought from each prospective subject or the subject's legally 
authorized representative, in accordance with, and to the extent required by 
Section 116 of the Common Rule; b) appropriately documented, in accordance 
with, and to the extent required by Section 117 of the Common Rule.  (IRB 
Policies 15.1 – 15.4)  

7. Requirement for Assurances for Collaborating Institutions/Investigators.  
All institutions and investigators engaged in its human subject research must 
operate under an appropriate OHRP or other federally-approved Assurance for 
the protection of human subjects. (IRB Policies 2.3 and 2.7) 

8. Written Agreements with Non-Affiliated Investigators. Independent 
investigators who are not employees will be governed under a formal, written 
agreement of commitment to relevant human subject protection policies and IRB 
oversight. (IRB Policies 2.3 and 2.7) 

9. Institutional Support for the IRB(s).  UAMS will provide the IRB(s) that it 
operates with resources and professional and support staff sufficient to carry out 
their responsibilities under the Assurance effectively.  (Charter and IRB Policy 
1.7) 

10. Compliance with the Terms of Assurance.  The Institution will follow items 
above and will ensure that (a) the IRB(s) designated under the Assurance 
comply with these terms; and (b) the IRB(s) possesses appropriate knowledge of 
the local research context for all research covered under the Assurance. (All IRB 
Policies.) 

11. Assurance Training.  The Institutional officials associated with research have 
completed the OHRP Assurance Training Modules or comparable training that 
includes the content of these assurances. (IRB Policies 10.1 and 12.1) 

12.  Educational Training  Educational training and oversight mechanisms will be 
 required to ensure that research investigators, IRB members and staff, and other 
 appropriate personnel maintain continuing knowledge of, and comply with, 
 relevant ethical principles, relevant Federal Regulations, OHRP guidance, other 
 applicable guidance, state and local laws, and institutional policies for the 
 protection of human subjects.   (IRB Policies 10.1 and 12.1) 
13.  Renewal of Assurance  All information provided under this Assurance will be 
 updated at least every 36 months (3 years). 
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Department: UAMS Institutional Review Board 
Policy Number: 1.4 
Section: Principles and Authority 
Effective Date: July 31, 2002 
Revision Dates: February 25, 2005; March 5, 2004; November 18, 2002 
 
SUBJECT:  Studies Requiring Review 
 
Purpose:  The purpose of this policy and procedure is to explain the types of studies for which the IRB has 
review oversight responsibilities. 
 
Definitions: 
 
Clinical Investigation:  Any experiment that involves a test article and one or more human subjects and that 
is subject to the Food and Drug Administration (FDA) regulations.  This includes all research using a test article 
in a human subject as well as experiments that support applications for research or marketing permits for 
products.    
 
Human subject (subject and participant used interchangeably):    
 1)  An individual who is or becomes a participant in research either as a recipient of a test article or as a 
control;  OR 
 2) A living individual about whom an investigator (whether professional or student) conducting research 
obtains: 

a. Data, of any kind, through intervention or interaction with the individual; OR 
b. Identifiable private information even in the absence of intervention or interaction. 

 
Research on cadavers or decedents, or data or specimens that are collected solely from decedents, is not 
Human Subject Research.  It may, however, still be subject to HIPAA  requirements and require 
submission to the IRB which also serves as the Privacy Board. If the Investigator only receives 
specimens/data that are stripped of all HIPAA identifiers as per Policy 13.3, and submits a signed 
assurance from the provider of the specimens/data reflecting this, then it is not Human Subject Research. 
 
If the investigator is receiving coded private information, the proposal only qualifies as non-Human Subject 
Research, if the code is not derived from any one of the HIPAA identifiers; the specimens/data were not 
collected specifically for the proposed project; and there is no way for  the investigator to readily ascertain 
the identity of the individuals from which the specimens/data was obtained (Examples:  Code Key 
destroyed prior to research or there is a written agreement or SOP from code key holder that they will not 
share key with researcher). 

 
Human Subject Research:  Any activity that meets the definition of: 
 1)    Research AND involves human subjects; OR  
 2)    Clinical Investigation.   
 
Interaction:  Includes communication or interpersonal contact between Investigator and subject or participant. 
 
Intervention:  Includes both physical procedures by which data are gathered (for example, venipuncture) and 
manipulations of the subject’s environment that are performed for research purposes. 
 
Non-Human Subject Research:  An activity determined by the IRB to not meet the definitions of Human 
Subject Research as per this policy. 
 
Private Information: Information about behavior that occurs in a context in which an individual can reasonable 
expect that no observation or recording is taking place;  and  Information which has been provided for specific 
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purposes by an individual and which the individual can reasonably expect will not be made public (for example, 
Medical records).  Private Information must be individually identifiable (identity of subject is or may readily be 
ascertained or associated with the information) in order to constitute research involving human subjects. 
 
Test Article:  Any drug (including a biological product for human use), medical device for human use, human 
food additive, color additive, electronic product or any other article subject to FDA regulations. 
 
Research:  A systematic investigation, including research development, testing and evaluation, designed to 
develop or contribute to generalizable knowledge.   
 
 Systematic:  Activities must be systematic to be considered research.  Activities that involve 

predetermined methods for answering a specific question, testing hypotheses or theories are 
systematic and might include interviews, program evaluations, and observational studies. Activities that 
are not normally systematic are training activities where an individual is trained to perform a certain 
technique or task or to teach proficiency in using a certain method.   

 Generalizable Knowledge:  Activities must contribute to generalizable knowledge or have an intent to 
 extend beyond an internal use or department.  Many thesis, dissertation or preceptorship projects are 
 intended to extend beyond the graduate’s department and therefore are considered research.  Activities 
 that are typically not generalizable are course evaluations that cannot be generalized to others and 
 quality assurance type activities that are only intended to improve the performance of a unit, division, or 
 department. 
 
Policy:   
All activities, regardless of whether the activity requires full board review, or might qualify for one of the 
expedited or exempt categories, that are clearly Human Subject Research should submit a complete proposal, 
including protocol, to the IRB through either a New Biomedical Protocol Submission or a New Behavioral 
Submission in ARIA.  No Human Subject Research study should be initiated prior to IRB approval.   
 
The IRB has sole authority to determine whether an activity meets the definition of Human Subject Research.  
Any activity that might represent Human Subject Research should be submitted to the IRB for determination. 
 
All research activities, including those deemed Non-Human Subject Research, must be carried out in an ethical 
and respectful fashion in compliance with the principles of the Belmont Report, all state and local laws and 
institutional policies.   
  
Research conducted by, or under the direction of, any employee, faculty, staff or student of UAMS or any entity 
in which the UAMS IRB is designated as the IRB of record, is governed by these policies. This includes 
research conducted off site or research involving the use of non-public information to identify or contact human 
research participants or prospective participants.   
 
Reference:  Policy 1.3 Federalwide Assurances; Policy 2.3 To Other Institutions; Policy 2.7 Engagement 
 
Procedure for Human Subject Research Determination: 
1.  Investigator will: 

1.1  Email irb@uams.edu a proposal with the following information:   
1.1.1 Investigator’s Name and contact information 
1.1.2 Any other personnel that will be involved 
1.1.3 All project locations 
1.1.4 Detailed synopsis of the project that includes the objectives, background and rationale of the 

project 
1.1.5 Identification of any test articles (whether approved or not) to be used 
1.1.6 Type of data or specimens to be studied and type of population from which they were, or will be, 

obtained 
1.1.7 Whether the data/specimens were obtained systematically 
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1.1.8 Whether the data/specimens were collected for the purpose of contributing to generalizable 
knowledge (collected with a plan for dissemination outside of UAMS) 

1.1.9 Whether the Investigator will receive or have access to identifiable private information (as 
defined above) 

1.1.10 If Investigator is only receiving coded information, is there a link that would allow re-
identification?   

1.1.11 Whether there will be any interaction or intervention with a human subject (as defined above)? 
1.2 If determined to be Non-Human Subject Research, notify the IRB if the project changes to assure 

changes do not affect original IRB determination.   
1.3 If determined to be Human Subject Research, work with IRB Director or Designee to complete 

application in ARIA.   
 
2. The IRB Director or Designee will: 
 2.1 For the purposes of determining whether a submitted activity is Human Subject Research, use the 

definitions and guidelines above to review the proposal and request additional information as needed. 
  2.1.1 If the proposed activity is a Clinical Investigation, draft a letter of determination for Chair signature 

indicating that the full submission process must take place.  Assist Investigator with ARIA submission to 
minimize duplication of effort. 

  2.1.2 If the proposed activity is Research and involves Human Subjects, draft a letter of determination 
indicating that the full submission process must take place.  Assist Investigator with ARIA submission to 
minimize duplication of effort. 

  2.1.3 If the proposed activity is determined to be Non-Human Subject Research, draft a letter of 
determination for Chair signature indicating the reasons why the proposed activities do not meet the 
definition of Human Subject Research.   

 2.2 All correspondence, including Non-Human Subject Research, will be documented in ARIA.  
 



Department:  UAMS Institutional Review Board 
Policy Number:  1.5 
Section:  Principles and Authority 
Effective Date:  August 12, 2004 
Revision Dates:  February 8, 2005 

SUBJECT: IRB Independence from Undue Influence 

Policy:  Individual IRB members, whether employed by the institution or an affiliate or lay 
members, have both the obligation and right to report any undue pressure upon them to 
make decisions at the convened IRB meetings that would favor an individual investigator 
or the institution over the welfare and safety of the research subject. 

Procedure:  Reporting of Undue Influence 

The manner in which the IRB member chooses to report such undue pressure can take 
various pathways, depending upon the member’s perceived need for anonymity.  
Reports can be made orally or written (with or without identity).  Options of reporting are 
as follows: 

• IRB Chair 
• IRB Administrator/Associate Director, Office of Research and Sponsored 

Programs 
• Director of Office of Research and Sponsored Programs 
• Director of Office of Research Compliance 
• Vice Chancellor for Academic Affairs and Sponsored Research at UAMS  

Response to Reports of Undue Influence 

Regardless of the pathway chosen by the IRB member, the Vice Chancellor for 
Academic Affairs and Sponsored Research at UAMS will be informed by the other 
individuals and will be responsible for the official investigation of the reported undue 
pressure.  In a timely manner, the Vice Chancellor for Academic Affairs and Sponsored 
Research at UAMS will inform the IRB member of the investigation findings and actions 
taken to alleviate the undue pressure. 

EXAMPLES: 

The IRB member is an Assistant Professor in an academic department and is due for 
consideration of promotion and tenure.  A full Professor in the department who is on the 
Promotion and Tenure Committee has a grant that has received a favorable score for 
funding but the IRB has found problems with the protocol and consent as written that 
has resulted in what the full Professor considers needless delays.  The full Professor 
goes to the IRB member and seeks to have him disclose proceedings of the convened 
IRB at which his protocol was discussed and voted on.  Particularly, the full Professor 
desires to obtain names of IRB Committee members who reviewed and/or spoke up 
against his protocol or voted in an unfavorable manner so he can contact them to 
express his displeasure and perhaps even to make waves with the Dean.  Because the 
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IRB member knows that all proceedings of the convened meetings are confidential, he 
must refuse the full Professor’s request and report the incident. 

A Departmental Chairman requests that an IRB member, who is a senior faculty member 
in their department come by for a visit.  The Chairman expresses concern that the IRB 
committee has been making too many unfavorable decisions regarding protocols 
submitted by persons in the department.  The IRB member is requested to divulge 
information concerning how the convened IRB Committee makes decisions and how the 
process could be made more favorable to applications from the department.   Specific 
protocols are not discussed but it is obvious that the Chairman is seeking to “take names 
and kick butt” to influence decisions made by the IRB.  The IRB member knowing of the 
confidential nature of all IRB proceedings, respectfully suggests that the Chairman 
should schedule a meeting with the IRB Chairman and the Vice Chancellor for Academic 
Affairs and Sponsored Research at UAMS to discuss how the IRB could better educate 
researchers in Federal regulations and the need for more guidance in preparing protocol 
submissions for IRB consideration. 

A lay member of the IRB, who is not affiliated with the institution, is contacted by a 
reporter for the local newspaper.  There has been an unexpected death in a research 
study and the reporter is investigating the death following prompting by the family of the 
deceased.  The reporter has found the name of the lay member from the IRB web site 
and believes that since she is not affiliated with the institution information might be 
available that would not be forthcoming from other IRB members.  Particularly, the 
reporter is interested in information concerning how the IRB approved the study and 
information concerning how the death was reported to the Committee.  The lay member 
is courteous to the reporter but lets him know that all proceedings of the IRB Committee 
are confidential and that any release of information will have to come from the Vice 
Chancellor for Academic Affairs and Sponsored Research at UAMS.  The lay member 
then reports the incident. 
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Department: UAMS Institutional Review Board 
Policy Number: 1.6 
Section: Principles and Authority 
Effective Date: February 8, 2005 
Revision Dates: NA 
 
SUBJECT:  Access to General Counsel  
 
Purpose: 

The purpose of this policy and procedure is to facilitate IRB access to General 
Counsel. 

 
Policy: 

All legal matters pertaining to the University are the responsibility of the Office of 
General Counsel.  Assistance of the General Counsel must be requested for all 
contractual matters not otherwise delegated to the Office of Research and 
Sponsored Programs; existing or potential lawsuits; threats of violence; official 
inquiries, audits, and compliance visits from regulatory agencies or quasi-
governmental organizations such as accrediting bodies; or other situations which 
may have legal consequence.  In addition, the General Counsel, either through 
the University department designated to handle the specific matter or through 
direct contact, should be consulted in situations which by their nature give rise to 
legal concerns such as employee termination, charges of discrimination, crimes, 
tenure and promotion denial complaints, OCR and OHRP complaints.  
Employees are to request advice and assistance of the General Counsel before 
talking to attorneys, giving depositions, releasing University records, or giving 
information orally relative to any pending or threatened lawsuit 
regarding/involving the University or employees in the course and scope of 
employment. 
 
In the research context, privacy issues, exculpatory language, or local and State 
laws with regard to consent or guardians are among the items in which an 
opinion may be requested from the Office of General Counsel. 
 
Normally Investigators or IRB Chairs will work with the Director to request 
assistance from the Office of General Counsel. 

 
Procedure: 
 
1. Normally Research Study Personnel, IRB Chairs, Reviewers or IRB Staff Members 

requiring the assistance of the Office of General Counsel should: 
1.1  Contact the IRB Director. 

 
2. IRB Director will: 

2.1  Gather necessary information regarding the question/situation at hand.   
2.2 Provide guidance/instructions to respond to questions if possible. 
2.3 Where legal guidance is needed, will work with the appropriate attorney from 

the Office of General Counsel. 
2.4 Track unresolved issues and follow up as needed to obtain a resolution. 
 

3. Office of General Counsel will: 
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3.1 Research the issue and applicable law and provide a timely response. 
3.2 Take actions as may be appropriate. 
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Department:    UAMS Institutional Review Board 
Policy Number:  1.7 
Section:   Principles and Authority 
Effective Date:  February 8, 2005 
Revision Dates:  N/A 
 
SUBJECT: Executive Committee 
 
Purpose:  The purpose of this policy and procedure is to describe the role and 
responsibility of the IRB Executive Committee (EC). 
 
Policy:  The EC will be maintained as an active resource to identify new IRB policies 
and procedures necessary to ensure the efficient operation of the IRB Administrative 
Office and IRB Committees and to ensure compliance with the standards of human 
subject protections as set forth in the Belmont Report and federal, state and institutional 
rules and regulation.  Minutes of each EC meeting will be maintained and signed by the 
EC Chair. 
 
EC Composition:  The EC will consist of the Vice Chancellor for Academic Affairs and 
Research, the Chairpersons of each IRB Committee, the Office of Research and 
Sponsored Programs (ORSP) Director and Associate Director, and the Office for 
Research Compliance (ORC) Director. The Assistant Vice Chancellor for Research will 
serve as the Chair of the EC. Legal Counsel and a representative from the CAVHS 
Research and Development Committee are ex-officio members of the EC. In addition, 
IRB Committee members, Investigators, or other individuals will be invited to the 
meetings as their presence is warranted. 
 
Materials:  None 
 
References:  Charter 
 
Procedure:   
 
1.  Required Meeting:  Each January, the EC will review the resources allocated to the 
human research protection program to ensure that the necessary protections are in 
place for thorough and timely review and oversight.  This will include at a minimum a 
review of: 

a. The financial allocations for IRB operations, including staffing, office 
equipment and space; 

b. The number of IRBs in operation; 
c. The volume and types of research reviewed;  
d. The associated workloads of the IRB Reviewers, Chairs and Staff Members; 

and 
e. The performance of the IRB Reviewers and any training or replacement 

recommendations.   
 
2. Additional Meetings: The EC will meet, as needed, to address policy concerns, 
updates, or new regulations and to review, revise and/or draft policies and procedures.  
Recommendations for agenda items may originate from the IRB Committees, 
Administrators, Research Personnel or other Institutional Committee. 
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Department: UAMS Institutional Review Board 
Policy Number: 2.1 
Section: Relationships 
Effective Date: July 31, 2002 
Revision Date: August 23, 2004 
 
SUBJECT:  To the Administration 
 
The University of Arkansas for Medical Sciences (UAMS) IRB is appointed by the Vice 
Chancellor for Academic Affairs and Sponsored Research at UAMS.  Selection of members is 
representative of the academic units of the campus:  College of Medicine, College of Nursing, 
College of Pharmacy, College of Health Related Professions, College of Public Health, the 
Office of Educational Development; and lay members from the community and other affiliated 
and non-affiliated institutions. 
 
Administratively, the IRB support staff reports to the Associate Director of the Office of 
Research and Sponsored Programs (ORSP). ORSP is under the direction of the Vice 
Chancellor for Academic Affairs and Sponsored Research at UAMS.” 
 
Research that has been approved by an IRB may be subject to further appropriate review and 
approval or disapproval by officials of UAMS. However, those officials may not approve the 
research if it has not been approved by an IRB according to appropriate federal regulations. 
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Department: UAMS Institutional Review Board 
Policy Number: 2.2 
Section: Relationships 
Effective Date: July 31, 2002 
Revision Dates: February 8, 2005; March 5, 2004; November 18, 2002 
 
SUBJECT:  To Other University or Affiliated Committees/Departments 
 
Purpose:  The purpose of this policy and procedure is to explain how the IRB 
coordinates its review with other committees from UAMS or Affiliated Institutional 
committees or departments. 
 
Policy:   The UAMS IRBs function independently of (but coordinates its activities with) other 
committees and departments at UAMS, CAVHS, ACH and ACHRI.  The IRBs will work in 
conjunction with other university or institutional committees; however, it will review research 
projects independently to ensure that human participants will be adequately protected. 
 
1.  As appropriate to the type of research proposed and therefore the other committee 
approvals required, the IRB will grant its approval as follows: 
 

1.1 Institutional Biosafety Committee:  Research involving the direct and deliberate 
transfer of biologically derived products listed below into human participants must 
receive approval from the appropriate Biosafety Committee before final IRB approval 
may be granted: The IRB may grant final approval pending approval of the 
Institution’s Biosafety Committee. The IRB Chair or experienced IRB member 
designated by the Chair will review the approval of the Institution’s Biosafety 
Committee. If the approval raises issues or questions that are directly relevant to the 
determinations required by the IRB, or request more than minor changes to the 
research approved by the IRB, the information or changes will be placed on the 
agenda of a convened IRB meeting for review. Otherwise, the IRB Chair or 
experienced IRB member designated by the Chair may grant final approval under 
expedited procedures. 

 
1.1.1 Experimentation using BL2 or BL3 infectious microorganisms.  
1.1.2 Experimentation using carcinogenic (known or suspected) or highly toxic 

compounds.  
1.1.3 Recombinant DNA, if BL2 or BL3 organisms are involved or if genetic 

modification might increase pathogenicity, transmissibility, host range or 
antibiotic resistance of a pathogen. The transfer of toxin genes lethal for 
vertebrates at an LD50 of <100 ng/kg.  

1.1.4 Modification of the germline genes of animals (transgenic).  
1.1.5 Human gene therapy even if the recombinant DNA is produced 

elsewhere. 
 

1.2  Radiation Safety Committee:   Research involving exposing human subjects to 
 radiation through x-rays or radionuclides for which the participant would otherwise not 
 have been exposed except for the research must receive approval from the appropriate 
 Radiation Safety committee before final IRB approval may be granted.  The IRB may 
grant final approval pending approval of the radiation safety committee. The IRB Chair or 
experienced IRB member designated by the Chair will review the approval of the  Radiation 
Safety Committee. If the approval raises issues or questions that are directly relevant to the 
determinations required by the IRB, or request more than minor changes to the research 
approved by the IRB, the information or changes will be placed on the agenda of a convened 
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IRB meeting for review. Otherwise, the IRB Chair or experienced IRB member designated by 
the Chair may grant final approval under expedited procedures. 

 
 1.3.  Conflicts of Interest Committee:  Research involving any actual or perceived 
 conflicts of interest as per institutional policies. The IRB will not review research with a 

declared financial interest until the Conflicts of Interest Committee has completed its 
evaluation and any management. The written determination of the Conflicts of Interest 
Committee, and the reasons for those determinations will be provided to all IRB 
members for review at a convened meeting. ORSP maintains all the annual disclosures 
of conflicts of interest and the proposed management plan and will upon request provide 
the annual conflict of interest disclosure forms to the IRB Director, IRB Chair or their 
Designee. The IRB Director/Chair/Designee shall have access to conflict disclosures 
which may assist in forming the basis to ascertain the level of conflict or changes in 
conflict using the following criteria:  If the financial conflict of interest management plan 
affects the IRB approval criteria, the IRB will not approve the project.  The IRB may 
require the consent to reveal any conflict and management plan, even if the approval 
criteria are not affected.   

 
1.4  Pharmacy Approval.  Pharmacy approval from the involved institution’s pharmacy 

will be required prior to granting final IRB approval. The IRB may grant final approval pending 
approval of the institution’s pharmacy. The IRB Chair or experienced IRB member designated 
by the Chair will review the approval of the institution’s pharmacy. If  the approval raises 
issues or questions that are directly relevant to the determinations required by the IRB, or 
request more than minor changes to the research approved by the IRB, the information or 
changes will be placed on the agenda of a convened IRB meeting for review. Otherwise, the 
IRB Chair or experienced IRB member designated by the Chair may grant final approval under 
expedited procedures. 

 
1.5.  CAVHS R&D Committee.  The IRB may grant final approval pending approval of 

 R&D Committee. An approval letter from the R&D Committee stating that their approval 
is only contingent on IRB approval will be acceptable in order for final IRB approval to be 
granted.  The IRB Chair or experienced IRB member designated by the Chair will review the 
approval of the R&D Committee. If the approval raises issues or questions that are directly 
relevant to the determinations required by the IRB, or request more than minor changes to the 
research approved by the IRB, the information or changes will be placed on the agenda of a 
convened IRB meeting for review. Otherwise, the IRB Chair or experienced IRB member 
designated by the Chair may grant final approval under expedited procedures. 
 

1.6  Other Committees.  Research projects may be subject to review and approval of 
 other committees where the research is being conducted or for certain types of research 
 (Examples:  GCRC, PRMC, grants and contracts office).  Approval from such other 
committees will not be required prior to IRB final approval.  The research should not begin until 
those approvals are obtained.   
 
2.  Investigators will, as applicable: 
 

2.1 Seek approval from other committees as required by the IRB or Institution 
requirements. 

2.2 Ensure that all recommendations and requirements are incorporated and submitted 
to and approved by the IRB before implementation. 
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Department: UAMS Human Research Advisory Committee  
Policy Number: 2.3 
Section: Relationships 
Effective Date: July 31, 2002 
Revision Dates: February 8, 2005; March 5, 2004; November 18, 2002 
 
SUBJECT:  To Other Institutions 
 
Purpose:  The purpose of this policy and procedure is to describe the relationship that the 
UAMS IRBs have to other Institutions. 
 
Definitions: 
 
IRB Authorization Agreement:  Formal, written agreement documenting the roles and 
responsibilities of Institution providing the IRB and Institution relying on the IRB. 
 
IRB of Record:  IRB listed as an approved reviewing body for Institution’s research. 
 
Performance Site: Location where human participant research is being conducted either under 
the direction of or in direct collaboration with PI utilizing UAMS IRB. 
 
Policy:  In order to avoid duplication of effort in research projects with performance sites, UAMS 
may enter into IRB Authorization Agreements with other institutions to review research for the 
site, or to have research reviewed for UAMS.  Each institution remains responsible for 
safeguarding the rights and welfare of human subjects and for complying with the terms of the 
Federalwide Assurance.  UAMS will only rely on other IRBs that are operated by AAHRPP 
accredited organizations. 
 
References:  IRB Policies 1.3 and 2.7 
 
UAMS serves as the IRB of Record for all of the research conducted at: 
 
 University of Arkansas for Medical Sciences (UAMS) 
 Arkansas Children’s Hospital (ACH) 
 Arkansas Children's Hospital Research Institute (ACHRI) 
 Central Arkansas Veteran’s Healthcare System (CAVHS) 
  
UAMS serves as the IRB of Record for certain research at: 

Arkansas Department of Health (ADH) – All research involving ADH employees 
conducted at or in conjunction with UAMS, ACH, ACHRI or CAVHS 
 
National Center for Toxicological Research (NCTR) – All research involving NCTR 
employees conducted at or in conjunction with UAMS, ACH, ACHRI or CAVHS, provided 
that the FDA IRB retains initial review requirements. 

  
University of Arkansas at Little Rock (UALR) – All research involving UALR students or 
employees conducted on the UAMS, ACH, ACHRI or CAVHS campus. 

 
Procedure: 
 

1. Investigator will: 
1.1  Identify All Performance Sites in ARIA Application for New Submission or in ARIA 

Modification if needing to add a new Performance Site after Initiation. 
1.2 For any Performance Site that has its own FWA and IRB: 
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1.2.1 Provide FWA# and IRB approval from that Performance Site before initiation 
of research at that site.  OR 

1.2.2 If Performance Site is AAHRPP accredited and wishes to assume IRB 
responsibilities for any individual subject to the UAMS IRB oversight or name 
the UAMS IRB as its IRB of record for a limited study, contact the IRB 
Director for assistance, preferably prior to ARIA submission, to see if 
allowable and to arrange IRB authorization agreement. 

1.3  For any Performance Site that has a FWA but no IRB:  Contact the IRB Director for 
assistance.  UAMS will serve as the IRB of record under an IRB authorization 
agreement for many local organizations working with UAMS investigators. 

1.4 For any Performance Site that does not have a FWA or an IRB:  Each site engaged 
in research must operate under appropriate assurances.  Contact the IRB Director in 
order to assist the Site with obtaining a FWA and putting in place an IRB 
Authorization agreement if allowable. 

 
2. IRB Director or Designee will: 

2.1 For all Performance Sites: 
2.1.1 Check the OHRP website for approved assurances to see if Performance 

Site has a current FWA and IRB of Record. 
2.1.2 Review the planned research and roles of the investigator, in conjunction with 

IRB Chair or Office of Research Compliance as necessary, to determine if it 
would be most expedient, as applicable, to: 

2.1.2.1 Rely on the other Site’s IRB for specific research project and enter 
into an IRB Authorization Agreement delegating IRB review 
responsibilities for specific study to other Site, provided other Site’s 
IRB is operated by an AAHRPP accredited organization; 

2.1.2.2 Enter into a Dual oversight agreement with Site; 
2.1.2.3 Assist Site in obtaining their own FWA through OHRP; and/or 
2.1.2.4 Enter into an IRB Authorization where UAMS becomes Site’s IRB of 

record for specific study. 
2.1.3 Relay decision either way to Investigator. 
2.1.4  Follow-up as needed. 
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Department: UAMS Institutional Review Board 
Policy Number: 2.4 
Section: Relationships 
Effective Date: July 31, 2002 
Revision Date: March 5, 2004 
 
SUBJECT:  To the UAMS Office of Research Compliance 
 
The UAMS Research Compliance Office (ORC) coordinates implementation and 
oversight of a comprehensive research compliance program for the UAMS IRB. The 
ORC demonstrates UAMS’ commitment to the protection of human subjects through 
oversight and education that promotes research accountability and integrity, and 
minimizes the likelihood of noncompliance. As part of its role, the ORC investigates 
allegations of noncompliance, and addresses misconduct when it is substantiated. The 
ORC also advises the IRB regarding regulatory issues.  ORC reports directly to the Vice 
Chancellor for Academic Affairs and Research Administration (VCAA/RA) and works 
cooperatively with, but is independent of the UAMS IRB. 
 
The research compliance program applies to all research approved by the UAMS IRB 
and conducted by its faculty, staff, students, residents and other affiliated agents, 
including volunteer faculty who utilize university resources or personnel. ORC will 
coordinate compliance efforts on behalf of the UAMS IRB at Arkansas Children’s 
Hospital Research Institute and Central Arkansas Veterans Healthcare System and 
other affiliated and non-affiliated institutions. 
 
Audits of research studies will be conducted by ORC auditing staff.  These are quality 
assurance and safety activities for the institution. Arkansas provides a broad network of 
statutes dealing with the reviewing and evaluating the quality of information used in the 
course of medical studies for the purpose of reducing morbidity and mortality. All audit 
proceedings, audit reports, memoranda or other data is strictly confidential and 
absolutely privileged. Audit reports will be filed in the ORC office.  Auditing activities may 
be requested by the convened IRB committee, the IRB Chairperson, or IRB Director.  In 
addition audits may be requested by the VCAA/RA. Audits may also be initiated after a 
written complaint is received in the ORC office, or through other programs of auditing 
approved by the VCAA/RA. 
 
Monitoring activities including but not limited to human research, the informed consent 
process, and safety data, will be coordinated through the ORC office. Information 
collected from such activities will be submitted to the IRB for their review. The IRB may 
request the ORC provide additional information on research activity or monitor the 
informed consent process. Training is an important part of ORC activities and is a 
responsibility shared with the IRB. 
 
Complaints received by subjects regarding their participation in a research program are 
forwarded to the ORC when the IRB deems an investigation is necessary. Reports on 
subject complaints are sent to the IRB, the VCAA/RA and others as appropriate to the 
protection of human research subjects. 
 
The ORC also provides consultation on administrative issues related to regulatory 
processes within the IRB Administrative Offices and serves as a liaison with federal 



2.4 Relationships 
 Page 2 of 2 

regulatory agencies ensuring that IRB actions or events requiring notification are 
delivered as required by the Code of Federal Regulations. 
 
The UAMS ORC Director is listed as a non-voting member on the IRB membership of 
each committee and provides guidance on regulatory issues during convened meetings. 
Individual staff members serve as alternates for the Director. 
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Department: UAMS Institutional Review Board 
Policy Number: 2.5 
Section: Relationships 
Effective Date: July 31, 2002 
Revision Date: March 5, 2004 
 
SUBJECT:  To the Office of Research and Sponsored Programs 
 
The UAMS Office of Research and Sponsored Programs (ORSP) serves as the central 
coordination point for all research and sponsored programs. This office works directly with 
principal investigators to insure that the management of funds from granting agencies are made 
available with minimum loss of time and effort. ORSP is responsible for protecting UAMS 
interests through the review of sponsored project proposals, contract and grant award review 
and negotiation, administration of funds, and policy and procedure initiation and implementation. 
In addition, ORSP offers educational opportunities for researchers and other health care support 
staff. ORSP works with the IRB by referring principal investigators to the IRB submission 
process when grants involving human subject research are received. In addition, continuation 
grant awards are dependent upon continuing review approvals issued by the IRB for research 
protocols originating from grants. ORSP is an independent department within the Academic 
Affairs Division and reports directly to the VCAA. 
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Department: UAMS Institutional Review Board 
Policy Number: 2.6 
Section: Relationships 
Effective Date: July 31, 2002 
Revision Dates: February 8, 2005; March 5, 2004; November 18, 2002 
 
Subject: Reporting to Appropriate Federal Oversight Bodies, Institutional Officials 
and Research Sponsors 
 
Definitions: 
1. Non-compliance: Failure to comply with applicable Federal Regulations, UAMS 

IRB policies and procedures, UAMS and/or other institutional policies and 
procedures, or the determinations of the UAMS IRB.  

2. Serious Non-compliance: An action or omission taken by an Investigator (or 
study personnel) that any other reasonable Investigator would have foreseen as 
compromising the rights and/or welfare of a subject. 

3. Continuing Non-Compliance:  A pattern of repeated actions or omissions taken 
by an Investigator (or study personnel) that indicates a deficiency in the ability or 
willingness to comply with Federal Regulations, UAMS and/or other institutional 
policies and procedures, or the determinations of the UAMS IRB. 

4. Scientific Misconduct: Fabrication, falsification, or plagiarism in proposing, 
performing or reviewing research, or in reporting research results. 

5. Federal Oversight Body:   Any agency that is a signatory to the Common Rule. 
6. Sponsor: The industry or government sponsor and/or grant holder for a study.  

Examples are National Institutes of Health, pharmaceutical companies, private 
foundations. 

7. Termination for Cause: An action initiated by the IRB to permanently stop some 
or all research activities or procedures. 

8. Suspension for Cause: An action initiated by the IRB to temporarily stop some 
or all research activities or procedures. 

9. Serious: An event is “serious” if it involves considerable detriment to one or 
more persons (who may or may not be subjects), or required intervention to 
prevent one or more persons from experiencing considerable detriment or harm. 

10. Related: An event is “related: if it is likely to have been caused by the research 
activity. 

11. Unexpected: An event is “unexpected” when its specificity, nature, severity or 
incidence are not accurately reflected in the information previously reviewed and 
approved by the IRB. 

12. Unanticipated: An event is “unanticipated” when it was unforeseeable at the 
time it occurred.  Unanticipated is not a synonym for unexpected.  A researcher 
can monitor for an unexpected event, but cannot monitor for an unforeseen 
event.  All unanticipated events are unexpected, but not vice versa. 

13. Unanticipated Problem Involving Risks to Participants or Others: Any event 
that was serious, unanticipated and related to the research. 

 
It is the responsibility of the UAMS IRB to assure that reporting required under 
appropriate regulations, the terms of the Federal Wide Assurance, and IRB Policy is 
accomplished.  When required reporting includes an affiliate organization utilizing the 
UAMS IRB, the mechanisms will be outlined in an agreement with each affiliate. 
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The IRB will assure the following issues are reported to appropriate agencies, 
institutional officials and the convened IRB within 45 days of the final determination of 
the convened committee: 

1. Any unanticipated problems involving risk to participants or others. 
2. Any serious or continuing non-compliance with this policy or the requirements or 

determinations of the IRB. 
3. Any suspension or termination IRB approval by the convened committee. 

 
Procedure for Reporting 
 

1. The IRB Chair, ORC Director or IRB Director will report to the IRB Executive 
Committee any required reporting under the four categories listed above. 

2. The executive committee will confirm the need to report 
3. The IRB will delegate the task to ORC of drafting the report and assembling 

appropriate supporting documentation. The report will include: 
a. A description of the event 
b. Actions taken by the IRB and the reasons for these actions 
c. Any administrative actions taken 
d. Any corrective action plans or plans for continued investigations 
e. Outcomes and sanctions 

4. If the report involves another institution, ORC will work with the affiliate to draft 
the report. 

5. The report will be circulated through the members of the executive committee for 
final review and approval 

6. Copies of the report will be sent to the  
a. OHRP (in all cases) 
b. If the research is subject to any Common Rule agency, a copy is sent to 

that agency. 
i. Specifically, if the research is VA Research, a copy will be sent to 

the VA Research and Development Committee and to the regional 
VA Office of Research Oversight 

c. FDA, if the research is regulated by FDA 
d. IRB Chair,  
e. Study file 
f. Investigator 
g. ORSP Director 
h. Investigator’s Chair 
i. Investigator’s Dean 
j. VCAA/RA 
k. ORC file 
l. Institutional Officials at affiliate sites where UAMS IRB serves as the IRB 

of record, as applicable  
m. Legal Counsel if appropriate  
n. UAMS Risk Management, if appropriate 
o. Other indicated parties 

7. The ORSP Director will forward a copy of the letter to the appropriate funding 
agencies or sponsors. 

8. The IRB Chair will place the report on an IRB agenda as an information item. 



Department:  UAMS Institutional Review Board 
Policy Number:  2.7 
Section:  Relationships 
Effective Date:  July 31, 2002 
Revision Date:  July 23, 2004 

SUBJECT: Engagement 

An institution becomes "engaged" in human subjects research when its employees or 
agents (i) intervene or interact with living individuals for research purposes; or (ii) obtain 
individually identifiable private information for research purposes [45 CFR 46.102(d),(f)]. 

An institution is automatically considered to be "engaged" in human subject research 
whenever it receives a direct DHHS award to support such research.  In such cases, the 
awardee institution bears ultimate responsibility for protecting human subjects under the 
award. 

Examples  

1. Institutions would be considered "engaged" in human subjects research (and would 
need an Assurance) if their nonexempt involvement includes the following:  

 a. Institutions whose employees or agents intervene with living individuals by 
performing invasive or noninvasive procedures for research purposes (e.g., 
drawing blood; collecting other biological samples; dispensing drugs; 
administering other treatments; employing medical technologies; utilizing 
physical sensors; utilizing other measurement procedures).  

 b.  Institutions whose employees or agents intervene with living individuals by 
manipulating the environment for research purposes (e.g., controlling 
environmental light, sound, or temperature; presenting sensory stimuli; 
orchestrating environmental events or social interactions; making voice, digital, 
or image recordings). 

 c. Institutions whose employees or agents interact with living individuals for 
research purposes (e.g., engaging in protocol-dictated communication or 
interpersonal contact; conducting research interviews; obtaining informed 
consent).  

 d. Institutions whose employees or agents release individually identifiable private 
information, or permit investigators to obtain individually identifiable private 
information, without subjects' explicit written permission (e.g., releasing patient 
names to investigators for solicitation as research subjects; permitting 
investigators to record private information from medical records in individually 
identifiable form). 

 e. Institutions whose employees or agents obtain, receive, or possess private 
information that is individually identifiable (either directly or indirectly through 
coding systems) for research purposes (e.g., obtaining private information from 
medical records in an individually identifiable form).  

 f. Institutions whose employees or agents obtain, receive, or possess private 
information that is individually identifiable (either directly or indirectly through 
coding systems) for the purpose of maintaining "statistical centers" for multi-site 
collaborative research.  Where institutional activities involve no interaction or 
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intervention with subjects, and the principal risk associated with institutional 
activities is limited to the potential harm resulting from breach of confidentiality, 
the Institutional Review Board (IRB) need not review each collaborative 
protocol.  However, the IRB should determine and document that the statistical 
center has sufficient mechanisms in place to ensure that (i) the privacy of 
subjects and the confidentiality of data are adequately maintained, given the 
sensitivity of the data involved; (ii) each collaborating institution holds an 
applicable OHRP-approved Assurance; (iii) each protocol is reviewed and 
approved by the IRB at the collaborating institution prior to the enrollment of 
subjects; and (iv) informed consent is obtained from each subject in compliance 
with DHHS regulations. 

 g.  Institutions whose employees or agents maintain "operations centers" or 
"coordinating centers" for multi-site collaborative research. Where institutional 
activities involve no interaction or intervention with subjects, the IRB need not 
review each collaborative protocol.  However, the IRB should determine and 
document that the operations or coordinating center has sufficient mechanisms 
in place to ensure that (i) management, data analysis, and Data Safety and 
Monitoring (DSM) systems are adequate, given the nature of the research 
involved; (ii) sample protocols and informed consent documents are developed 
and distributed to each collaborating institution; (iii) each collaborating 
institution holds an applicable OHRP-approved Assurance; (iv) each protocol is 
reviewed and approved by the IRB at the collaborating institution prior to the 
enrollment of subjects; (v) any substantive modification by the collaborating 
institution of sample consent information related to risks or alternative 
procedures is appropriately justified; and (vi) informed consent is obtained from 
each subject in compliance with DHHS regulations. 

 h.  Institutions receiving a direct DHHS award to conduct human subjects 
research, even where all activities involving human subjects are carried out by 
a subcontractor or collaborator (e.g., a small business receives a DHHS award 
to design a medical device at its own facility and contract with a medical clinic 
to test the device with human subjects; a foundation receives a DHHS award 
on behalf of an affiliated institution that will actually conduct the human subjects 
research). 

2.  Institutions would NOT be considered "engaged" in human subjects research (and 
would NOT need an Assurance) if their involvement is limited to the following: 

 a.  Institutions whose employees or agents act as consultants on research but at 
no time obtain, receive, or possess identifiable private information (e.g., a 
consultant analyzes data that cannot be linked to individual subjects, either 
directly or indirectly through coding systems, by any member of the research 
team). 

    i.  Should a consultant access or utilize individually identifiable private 
information while visiting the research team's institution, the consultant's 
activities become subject to the oversight of the research team's 
Institutional Review Board (IRB).  However, the consultant's institution is 
not considered to be "engaged" in the research and would not need an 
Assurance. 

    ii.  Should a consultant obtain "coded" data for analysis at the consultant's 
institution, the consultant's institution is considered "engaged" in human 
subjects research, and would need an Assurance, unless a written 
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agreement unequivocally prohibits release of identifying codes to the 
consultant. 
 

   b.  Institutions whose employees or agents (i) perform commercial services for the 
investigators (or perform other genuinely non-collaborative services meriting 
neither professional recognition nor publication privileges), and (ii) adhere to 
commonly recognized professional standards for maintaining privacy and 
confidentiality (e.g., an appropriately qualified laboratory performs analyses of 
blood samples for investigators solely on a commercial basis). 
 

 c.  Institutions whose employees or agents (i) inform prospective subjects about 
the availability of research; (ii) provide prospective subjects with written 
information about research (which may include a copy of the relevant informed 
consent document and other IRB-approved materials) but do not obtain 
subjects' consent or act as authoritative representatives of the investigators; (iii) 
provide prospective subjects with information about contacting investigators for 
information or enrollment; or (iv) obtain and appropriately document prospective 
subjects' permission for investigators to contact them (e.g., a clinician provides 
patients with literature about a research study, including a copy of the informed 
consent document, and tells them how to contact the investigator if they want to 
enroll; a clinician provides investigators with contact information about potential 
subjects after receiving explicit permission from each potential subject). 
 

 d.  Institutions (e.g., schools, nursing homes, businesses) that permit use of their 
facilities for intervention or interaction with subjects by research investigators 
(e.g., a school permits investigators to test students whose parents have 
provided written permission for their participation; a business permits 
investigators to solicit research volunteers at the worksite). 
 

 e.  Institutions whose employees or agents release identifiable private information 
to investigators with the prior written permission of the subject (e.g., with written 
permission of the subject, a clinician releases the subject's medical record to 
investigators). 
 

 f.  Institutions whose employees or agents release identifiable private information 
or specimens to a State or Local Health Department or its agent for legitimate 
public health purposes within the recognized authority of that Department. 
However, utilization of such information or specimens by Department 
investigators for research purposes would constitute engagement in research, 
and would require an Assurance from the Department. 
 

 g.  Institutions whose employees or agents release information and/or specimens 
to investigators in non-identifiable (i.e., non-linkable) form, where such 
information/specimens have been obtained by the institution for purposes other 
than the investigators' research (e.g., nursing home employees provide 
investigators with a data set containing medical record information, but the data 
set contains no direct or indirect identifiers through which the identity of 
individual subjects could be ascertained, either by the investigators or by 
nursing home personnel; a hospital pathology department releases excess 
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tissue specimens and relevant medical record information to investigators, but 
these materials include no direct or indirect identifiers through which the identity 
of individual subjects could be ascertained, either by investigators or by hospital 
personnel, including the pathology department; consistent with applicable law 
or recognized authority, local hospitals or health departments permit State or 
Local Health Department investigators to access information for research 
purposes, but the investigators record no direct or indirect identifiers through 
which the identity of individual subjects could be ascertained, either by the 
investigators or by local hospital or health department personnel.) 
 

 h.  Institutions whose employees or agents receive information or specimens for 
research from established repositories operating in accordance with (i) an 
applicable OHRP-approved Assurance; (ii) OHRP guidance; and (iii) written 
agreements unequivocally prohibiting of release of identifying information to 
recipient investigators. 
 

 i.  Institutions (or private practitioners) whose clinical staff provide protocol-related 
care and/or follow-up to subjects enrolled at distant sites by clinical trial 
investigators in OHRP-recognized Cooperative Protocol Research Programs 
(CPRPs). In such cases, (i) the CPRP clinical trial investigator (consistent with 
a registered investigator as defined in Section 14.1 of the NCI Investigator's 
Handbook) retains responsibility for oversight of protocol related activities; (ii) 
clinical staff may not accrue subjects or obtain informed consent for research 
participation; (iii) clinical staff may only provide data to the investigator in 
accord with the terms of informed consent; and (iv) the informed consent 
document should state that such data are to be provided by clinical staff as 
directed by the investigator.  

In order to avoid unnecessary delays, prior to IRB submission, Investigators planning to 
involve organizations other than UAMS, ACH or CAVHS should work closely with the 
IRB Chair or Director in order to determine if the proper Assurances are in place. 
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Department:  UAMS Institutional Review Board 
Policy Number:  2.8 
Section:  Relationships 
Effective Date:  July 31, 2002 
Revision Date:  July 23, 2004 

SUBJECT: International Research 

Assurances:  Federal regulations recognize that "the procedures normally followed in 
foreign countries [in which the research will take place] may differ from those set forth in 
this policy" [45 CFR 46.101(h);]. Research may be approved, therefore, if "the 
procedures prescribed by the [foreign] institution afford protections that are at least 
equivalent to those provided in this policy."  The foreign country's procedures may then 
be substituted for the procedures required by the federal regulations.  Approval of the 
substitution is to be given by the relevant federal department or agency head after 
review of the foreign procedures; notice of actions taken on such reviews is to be 
published in the Federal Register (or elsewhere, as provided for in department or agency 
procedures).  Exceptions:  1)  The FDA has not adopted this provision for research that it 
regulates.  All FDA-funded research, however, must comply with both Department of 
Health and Human Services (DHHS) and U.S. Food and Drug Administration (FDA) 
regulations.   

2)  The procedure for approving DHHS-supported research with a foreign component 
begins with the domestic institution (UAMS) with which the U.S. investigator(s) are 
affiliated.  There must be an approved Federalwide Assurance (FWA)  on file with DHHS 
and the proposed research must be reviewed and approved by the IRB before engaging 
the foreign component in any research involving human subjects.  If DHHS funds the 
research, each foreign institution should, upon request, submit an appropriate 
Assurance to the Office for Human Research Protections (OHRP). Since, at the present 
time, no international code prescribes exactly the same procedures for protecting human 
subjects as do the U.S. regulations, OHRP reviews the actual procedures detailed by the 
foreign institution as the primary basis for negotiating acceptable Assurances.  
International codes will, however, be taken into consideration in the negotiations.  If the 
foreign institution's practices are not equivalent to the U.S. regulations, OHRP can 
require that particular procedures be followed before recommending approval of the 
substitution. 

Departments and agencies other than DHHs follow different procedures for reviewing 
and approving research with foreign components.  IRBs should consult the agency for 
international development: 

IRB REVIEW 
In performing reviewing tasks, the IRB shall request documentation of the following: 
 

1) That the foreign study is done under the oversight of an IRB or Ethics Board in 
country of origin. 

2) Subjects must have signed an IRB/Ethics Board approved consent form. 
3) If samples are involved, 

- ascertain if they are deidentified and when they will be destroyed. 
- that the PI will use them only for the methods in the signed consent form. 
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Department: UAMS Institutional Review Board 
Policy Number: 3.1 
Section: Committee Membership  
Effective Date: July 31, 2002 
Revision Date: June 1, 2005; March 5, 2004 
 
SUBJECT:  Qualifications of Committees 

Diversity.  Every nondiscriminatory effort will be made to ensure that no IRB consists entirely of 
men or entirely of women, including the institution's consideration of qualified persons of both 
sexes, so long as no selection is made to the IRB on the basis of gender. No IRB may consist 
entirely of members of one profession. 

Each IRB shall include at least one member whose primary concerns are in scientific areas and 
at least one member whose primary concerns are in nonscientific areas 

Each IRB shall include at least one member who is not otherwise affiliated with the institution 
and who is not part of the immediate family of a person who is affiliated with the institution. 

No IRB may have a member participate in the IRB's initial or continuing review of any project in 
which the member has a conflicting interest, except to provide information requested by the IRB. 

An IRB may, in its discretion, invite individuals with competence in special areas to assist in the 
review of issues, which require expertise beyond or in addition to that available on the IRB. 
These individuals may not vote with the IRB. The IRB Committee membership must be 
sufficiently qualified through the diversity of the members, including consideration of race, 
gender, and cultural backgrounds and sensitivity to such issues as community attitudes, to 
promote respect for its advice and counsel. 
 

Number of Members.  Each IRB shall have at least five members, with varying backgrounds to 
promote complete and adequate review of research activities commonly conducted by the 
institution. The IRB shall be sufficiently qualified through the experience and expertise of its 
members, and the diversity of the members, including consideration of race, gender, and 
cultural backgrounds and sensitivity to such issues as community attitudes, to promote respect 
for its advice and counsel in safeguarding the rights and welfare of human subjects. In addition 
to possessing the professional competence necessary to review specific research activities, the 
IRB shall be able to ascertain the acceptability of proposed research in terms of institutional 
commitments and regulations, applicable law, and standards of professional conduct and 
practice. The IRB shall therefore include persons knowledgeable in these areas. If an IRB 
regularly reviews research that involves a vulnerable category of subjects, such as children, 
prisoners, pregnant women, or handicapped or mentally disabled persons, consideration shall 
be given to the inclusion of one or more individuals who are knowledgeable about and 
experienced in working with these subjects. 

Composition.  The list of IRB members identifies each member by name; earned degrees; 
representative capacity; indications of experience such as board certifications, licenses, etc., 
sufficient to describe each member's chief anticipated contributions to IRB deliberations; and 
any employment or other relationship between each member and the institution; for example: 
full-time employee, part-time employee, member of governing panel or board, stockholder, paid 
or unpaid consultant. Changes in IRB membership shall be reported to the Office for Human 
Research Protections (OHRP). 
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Composition of the membership of the IRB Committees must be adequate in light of the 
anticipated scope of the UAMS research activities, and the types of subject populations likely to 
be involved. The IRB Committee must also be able to ascertain the acceptability of proposed 
research in terms of institutional commitments and regulations, applicable law, and standards of 
professional conduct and practice. 
 
Member’s Primary Interest.  Each IRB Committee must include at least one member whose 
primary interests are in a scientific area, one member whose primary interests are in a non-
scientific area, at least two VA representatives (one of which must be a scientist) appointed to 
renewable three year terms by the CAVHS Medical Center Director, and one member who is 
not affiliated with the UAMS (i.e. not a family member or spouse of an employee, not an 
alumnus). Although 21CFR56.107(c) does not specifically require the presence of a member not 
otherwise affiliated with the institution to constitute a quorum, FDA considers the presence of 
such members an important element. Therefore, frequent absence of all non-affiliated members 
is not acceptable.  
 
The intent of the requirement for diversity of disciplines was to include members who had little 
or no scientific or medical training or experience. Therefore, nurses, pharmacists and other 
biomedical health professionals should not be regarded to have "primary concerns in the non-
scientific area".  In the past, lawyers, clergy and ethicists have been cited as examples of 
persons whose primary concerns would be in non-scientific areas.  Some members have 
training in both scientific and non-scientific disciplines, such as a J.D., R.N.  While such 
members are of great value to an IRB, other members who are unambiguously non-scientific 
should be appointed to satisfy the non-scientist requirement.  
 
Child Representative.  A IRB Committee considering a protocol involving children as subjects 
should (A) assess its needs for pediatric expertise among the IRB voting membership to assure 
that it possesses the professional competence necessary to review the specific research 
activities and (B) consider inclusion of one or more individuals who are knowledgeable about 
and experienced in working with children.  To fulfill this requirement, the IRB Committee may 
invite nonvoting individuals to assist in the review of issues which require expertise beyond, or 
in addition to, that available among voting IRB members. 
 
Prisoner Representative.  Federal Regulations require that the IRB Committee membership be 
modified if it is to review research involving prisoners. Therefore, if any IRB Committee will 
review research involving prisoners, at least one member of the IRB Committee shall be a 
prisoner, or a prisoner representative with appropriate background and experience to serve in 
that capacity. 

 
If a prisoner representative is selected to serve on the IRB Committee, the person must have a 
close working knowledge of prison conditions and the life of a prisoner.  Suitable individuals 
could include present or former prisoners; prison chaplains; prison psychologists, prison social 
workers, or other prison service providers; persons who have conducted advocacy for the rights 
of prisoners; or any individuals who are qualified to represent the rights and welfare of prisoners 
by virtue of appropriate background and experience.  

 
In situations where a protocol is reviewed by more than one board, only one board 
needs to satisfy the requirement that at least one member of the board be a prisoner, or 
a prisoner representative. 

 
A majority of the IRB (exclusive of prisoner members) shall have no association with the 
prison(s) involved, apart from their membership on the IRB. 
 

CAVHS R & D Representative.  Because the Central Arkansas Veterans Healthcare System 
(CAVHS) uses the UAMS IRB to review its research involving human subjects, the IRB 
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Committee must also contain a member from the CAVHS Research & Development Committee 
when reviewing VA research.  This person may serve as a voting IRB member or as a non-
voting ex-officio member.  
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Department: UAMS Institutional Review Board 
Policy Number: 3.2 
Section: Committee Membership 
Effective Date: July 31, 2002 
Revision Date: June 1, 2005; March 5, 2004 
 
SUBJECT:  Quorum 
 
Except when an expedited or exempt review procedure is used, the IRB Committee may take 
official actions regarding proposed research only at convened meetings in which a majority of 
the voting members of the IRB Committee are present, including at least one member whose 
primary interests are in nonscientific areas.   
 
The Chair may vote and counts toward the quorum.   
 
Approval of research is by a majority of those members present at the meeting.   
 
VA Research may not be acted upon at a convened meeting unless at least one CAVHS 
representative is present to vote on the project. 
         
Prior to Calling a Meeting to Order in ARIA:  The IRB Administrator running the meeting will 
check for the following before informing the Chair that the meeting can be called to order:   
Minimum number of reviewers required for the specific committee is present; 
At least one CAVHS representative is present; 
At least one individual experienced in working with children 
A non-scientist representative is present; 
And note any alternates present and the primary member for whom they are substituting. 
 
If any item on the agenda includes prisoners, pregnant women, mentally disabled or 
economically or educationally disadvantaged persons, the IRB Administrator in conjunction with 
the staff person taking minutes, will document that at least one member present is 
knowledgeable or experienced in working with this type of participant.  If no reviewer with the 
appropriate background is present, the item will be deferred until a later meeting. 
 
Failure of Quorum During Meeting.  Should the quorum fail during a meeting (e.g., loss of a 
majority through abstention of members with conflicting interests or early departures, or 
absence of a nonscientist member), the IRB may not take further actions or votes unless the 
quorum can be restored.  



Department:  UAMS Institutional Review Board 
Policy Number:  3.3 
Section:  Committee Membership 
Effective Date:  July 31, 2002 
Revision Dates:  February 8, 2005; March 5, 2004; October 10, 2002 

SUBJECT:  IRB Member and Consultant Conflict of Interest 

Purpose:  To guide the conduct of the IRB when conflicts of interest arise with members 
and/or consultants. 

Definitions. 

1.  Conflict: Exists when an IRB Reviewer also has a Financial Interest, or any other 
Professional or Personal Relationship which may make it difficult for the IRB Reviewer to 
exercise independent judgment in safeguarding the rights and welfare of Research 
Subjects. 

2.  Financial Interests: 

a. Any ownership interest in a publicly traded company held by the IRB Reviewer or 
his/her Immediate Family.  This excludes interest arising solely by reason of investment 
in a business by a mutual, pension, or other institutional investment fund over which the 
IRB Reviewer or his/her Immediate Family does not exercise control;  

b. Any interest in a non-publicly traded company held by the IRB Reviewer or his/her 
Immediate Family;  

c. A position held by the IRB Reviewer or his/her Immediate Family as employee, 
director, officer, partner or any position of management;  

d. Any income (e.g. consulting, salary to the IRB Reviewer or his/her Immediate Family) 
received or promised;  

e. Any loan to the IRB Reviewer or his/her Immediate Family; and  

f. Any gift to the IRB Reviewer or his/her Immediate Family.  

3.  Immediate Family:  (1) spouse of the IRB Reviewer, (2) minor children of the IRB 
Reviewer, and (3) parents, children and spouses of children, brothers and sisters, or 
spouses of brothers and sisters of the IRB Reviewer, if such individuals reside in the 
same household as the IRB Reviewer or if the IRB Reviewer has knowledge of such an 
individual's Financial Interests.    

4.  IRB Reviewer:  Includes appointed IRB Members and any Consultants asked to 
assist the IRB. 

3.3 IRB Member and Consultant Conflict of Interest 
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5.  Personal Relationship:  Exists when an IRB Reviewer has had or continues to have 
an interaction with the Investigator which would make it difficult to review his/her study 
with a non-biased eye. 

6.  Professional Relationship:  Exists when an IRB Reviewer is involved in the design, 
conduct and reporting of the research study.  This would include but not be limited to 
such roles such as investigator, coordinator, or data manager.   

Policy: For purposes of this policy, the IRB's review includes all aspects of review, 
including the review of continuing review reports, adverse event reports, and similar 
reports, and is not limited to the review of new protocols.  

Except as requested and then only to provide information necessary for the review, IRB  
Reviewers are prohibited from participating in the review of any study in which they, or 
their Immediate Family, have: 

1.  A direct Financial Interest in: 

a. The Sponsor or Funding Source of any research project which the IRB is 
reviewing;  

b. The provider of any product being investigated through any research 
project which the IRB is reviewing;  

c. Other entities whose financial interests would reasonably appear to be 
affected by the outcome of any research, which the IRB is reviewing.  

2.  Any Personal or Professional Relationship with the Principal Investigator or Co-
Investigator of a study up for review.   
 

Procedure: 

IRB Reviewers: 

1.  Prior to any meeting in which a study is to be reviewed which poses a Conflict, IRB 
Reviewers must promptly and fully disclose to the IRB Chair/Designee:  

All direct and indirect Personal and Professional Relationships and Financial Interests 
which may pose a Conflict or potential Conflict.    

 1.1  If IRB Reviewer is not able to notify the Chair prior to the meeting, the IRB 
 Reviewer will notify the Chair prior to the review of the study in which the Conflict 
 exists. 

2.  Complete an annual disclosure questionnaire. 

IRB Chair/Designee and IRB Staff Role: 

1.  Individual Study Conflicts: 

3.3 IRB Member and Consultant Conflict of Interest 
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1.1  IRB Reviewer will be asked to leave the room during the discussion and vote on 
the study forming the basis of the Conflict.  Upon the request of the Committee, the 
Reviewer may be asked to provide additional information relating to the study. 

1.2  The IRB shall determine any action to be taken on the Study by a vote of the 
non-interested IRB members present.  

1.3  The minutes of all IRB meetings involving Conflicts shall include the names of 
the persons who disclosed the existence of a Conflict. In addition, the minutes shall 
set forth the names of the persons who were present for discussions and/or votes 
relating to the research project forming the basis of the Conflict; the content of those 
discussions; and a record of the vote.  

1.4  The IRB shall take appropriate disciplinary action against any IRB Reviewer who 
violates this policy.  

2.  Annual Disclosure.   IRB Staff shall prepare and submit a Conflict of Interest 
Questionnaire to all IRB members each year. The IRB Chair and IRB Staff shall 
determine which issues and situations constitute a continuing Conflict for any particular 
IRB member.  This information will be taken into account when assigning reviewers; 
however, it is still the IRB members responsibility to notify the Chair of all Conflicts. 

3.3 IRB Member and Consultant Conflict of Interest 
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Department: UAMS Institutional Review Board 
Policy Number: 3.4 
Section: Committee Membership  
Effective Date: July 31, 2002 
Revision Date: March 5, 2004 
 
SUBJECT:  Chairpersons 
 
Appointment.  Each IRB chairperson is a respected, active member of the faculty of the 
University of Arkansas for Medical Sciences (UAMS) and/or has a Central Arkansas Veterans 
Healthcare System (CAVHS) appointment, who is concerned about human rights and ethical 
issues, and is well informed in regulations relevant to the use of human subjects in research. 
The Vice Chancellor for Academic Affairs and Sponsored Research at UAMS appoints the 
chairpersons. 

 
Duties.  The chairpersons’ duties may include reviewing protocols submitted for exempt or 
expedited review, assigning studies to IRB reviewers, determining the IRB committee agenda, 
convening and conducting IRB meetings, summarizing IRB review recommendations to be sent 
to investigators, reviewing and signing letters generated from committee actions, reviewing 
investigator responses to committee requests that are minor, reviewing correspondence from 
investigators and responding when appropriate, reviewing SAE and safety reports and 
determining if a study needs to be sent for safety review or full committee review.   

 
When a chairperson is not available, the vice-chairperson will assume the 
responsibilities of the chairperson during the period of his/her absence.   
 
The chairpersons may be relieved of responsibility for failure to perform duties of 
chairperson in an appropriate manner as determined by the Vice Chancellor for 
Academic Affairs and Sponsored Research at UAMS. 
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Department: UAMS Institutional Review Board 
Policy Number: 3.5 
Section: Committee Membership  
Effective Date: July 31, 2002 
Revision Date: March 12, 2004 
 
SUBJECT:  Vice-Chairpersons 
 
 
Appointment 
The IRB has vice-chairpersons.  The Vice Chancellor for Academic Affairs and Research 
Administration (VCAA/RA) at UAMS appoints the vice-chairpersons. 
 
Duties 
The vice-chairpersons assume the duties of the chairperson for their committee when 
the chairperson is not available or has a conflict of interest. The vice-chairperson may 
review protocols submitted for exempt or expedited review. Usually this is done at the 
request of the chairperson or for meetings in which the vice-chairperson will be 
conducting a committee meeting. 
 
The vice-chairpersons may be relieved of responsibility for failure to perform duties of 
vice-chairperson in an appropriate manner as determined by the Vice Chancellor for 
Academic Affairs and Research Administration at UAMS. 
 
Compensation 
The vice-chairpersons for the IRB may be compensated for their duties. 
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Department: UAMS Institutional Review Board 
Policy Number: 3.6 
Section: Committee Membership  
Effective Date: July 31, 2002 
Revision Date: June 1, 2005; January 25, 2005 
 
SUBJECT:  Members 
 
Appointment 
The Vice Chancellor for Academic Affairs and Research Administration at UAMS and the 
IRB Chairpersons solicit nominations and self-nominations from all members of the 
faculty of UAMS for scientist members and from all members of the faculty and research 
staff of the University for non-scientist members, and also seek the advice of Deans and 
administrative officers in making their recommendations.  Non-university affiliated 
members are also actively solicited from the local community.  The Vice Chancellor for 
Academic Affairs and Sponsored Research at UAMS extends invitations to IRB 
membership in writing.  Additionally all VA representatives will receive an appointment 
letter from the CAVHS Medical Center Director to renewable 3 year terms. 

Appointments or reappointments of voting members will occur as needed. 

Scientist Members 
Scientist members of the IRB will have had experience in research involving human 
subjects, and will be recruited from among active members of the faculty of the 
University of Arkansas for Medical Sciences and its affiliates. 

Non-Scientist Members 
Non-scientist members will have had expertise in human rights issues and/or ethical or 
legal issues considered to be relevant to human subject research, and will be recruited 
from among active members of the faculty or the full-time staff of the University of 
Arkansas for Medical Sciences and its affiliates. 

Non-University Affiliated Members 
The non-university, community representatives will be scientists and non-scientists; they 
or their families will not have any affiliation with the University of Arkansas (non-
university members), and will be recruited from among the community of Little Rock and 
its vicinity. 

Duties 
An IRB member’s duties include reviewing studies for risk/benefit and protection of 
human subjects for new studies and for studies at continuing review, evaluating 
investigators’ requests for changes in studies, and playing an important role in the 
University’s human research protection program to educate investigators and establish 
an environment of safeguarding human subjects in research.  

For new studies, a Primary and Secondary Reviewer will be required to complete a new 
submission checklist in ARIA and discuss the items on the checklist at the meeting.   

The IRB member may be relieved of his/her responsibilities for failure to perform duties 
in an appropriate manner as determined by the Vice Chancellor for Academic Affairs and 
Research Administration at UAMS. Additionally, the IRB chairperson may request that 
any committee member who misses two consecutive meetings without notice or cause 
be replaced. 
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Non-Voting Representatives 
University affiliated representatives may be appointed by the Vice Chancellor for 
Academic Affairs and Research Administration. 

Experienced IRB Member 

The Chair may designate one or more IRB member to perform exempt and expedited 
review procedures.  In order to qualify as an Experienced IRB Member, one must meet 
the following criteria:  

1.  Served on an IRB for a minimum of one year.  

2.  Demonstrate a consistent and comprehensive pattern of reviewing assigned 
protocols as a committee member.  

3.  Willing to devote a set number of hours for exempt and expedited reviewing in 
addition to their regular committee reviewing.  

4.  Willing to undergo training with the Chair in principles of reviewing and approving 
exempt and expedited protocols.  

5. Actual experience with conducting human subject research.   

6. Recommendation by Chair and approval by the Executive Committee.  

Compensation 

Committee members typically serve voluntarily without compensation but may be 
compensated by the University. 
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Department: UAMS Institutional Review Board 
Policy Number: 3.7 
Section: Committee Membership  
Effective Date: July 31, 2002 
Revision Date: March 12, 2004 
 
SUBJECT:  Alternate Members 
 
 
The IRB, at its discretion, may recruit alternate members to substitute for certain regular 
members of the IRB. 
 
Appointment 
The procedure for appointment of an alternate member is the same as that of a regular 
voting IRB member.  An alternate member must be formally appointed and listed on the 
membership roster as an alternate,  To ensure maintaining an appropriate quorum, the 
alternate’s qualifications should be comparable to those of the primary member to be 
replaced. 
 
Voting 
Alternate members will have voting rights, when requested to attend for purposes of 
establishing quorum. Alternate members will be included in determining or establishing 
quorum at IRB meetings, but not when they are present without invitation. 
 
Review Materials 
When an alternate substitutes for a primary member, the alternate should have received 
and reviewed the same material the primary member would have received. 
 
Meeting Minutes 
Meeting minutes must document when an alternate member is attending by invitation. 



Department: UAMS Institutional Review Board 
Policy Number: 3.8 
Section: Committee Membership 
Effective Date: July 31, 2002 
Revision Dates: February 8, 2005; March 12, 2004; November 18, 2002 
 
SUBJECT:  IRB Reviewer Training Requirements 
 
Definitions: 
 

1. UAMS Human Subject Protection Training – Biomedical:  This online course 
covers 8 essential areas in human subject protection for research studies that 
are biomedical in nature.  Some of the subject areas include: reporting, 
investigator responsibilities, emergency use, and vulnerable populations.  
Anyone that is involved as a member of a biomedical research team must 
complete this training.  Recertification in this training must occur every two years 
by UAMS Policy. 

 
2. Human Subject Protection Training – Behavioral:  This online course covers 

8 essential areas in human subject protection for research studies that are 
behavioral in nature.  Some of the subject areas include: reporting, investigator 
responsibilities, special considerations for behavioral studies, and vulnerable 
populations.  Anyone that is involved as a member of a behavioral research team 
must complete this training.  Recertification in this training must occur every two 
years by UAMS Policy. 

 
3. HIPAA for Research: This is an online course that covers HIPAA’s impact on 

the research environment, and what a research staff member should know to be 
compliant with HIPAA regulations.  Anyone involved as a member of a research 
team must complete this course. 

 
Policy:   

All IRB Committee members must complete initial orientation and annual training in 
the review and conduct of human research protections.  Assessment of quality of 
review and guidance may also be provided as deemed necessary by the Chair.  

 
IRB Reviewer Orientation Training 
All new Committee members are required to complete an initial orientation before being 
allowed to serve on the IRB Committee, which includes the following: 
 

1. The UAMS Online course for Human Subjects Protection 
2. The UAMS HIPAA online course  
3. The three OHRP Training Modules for Assurances.  This tutorial explains the 

responsibilities involved in an institutional program of human participant 
research, as well as the informed consent process from the perspective of the 
OHRP.  The tutorials can be accessed at  http://www.hhs.gov/ohrp/ 

4. One on one training in the use of ARIA 
5. Committee Meeting Attendance and Observations.  New IRB Committee 

members must attend and observe at least one IRB Committee meeting prior to 
functioning as a voting member. 

6. Specific Reviewer Education – see procedure below. 

3.8 IRB Reviewer Training Requirements 
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7. Each new IRB Committee member will receive 
a. An electronic IRB Reference Library on cd and located on an IRB 

Website  This manual will have current IRB Policies and Procedures, 
references to regulations, The Belmont Report, Helsinki Report, and the 
Nuremberg Report.  Reviewer checklists, archived IRB tips and any other 
helpful references will be located at the site in a section entitled IRB 
Reviewer Resources. 

b. A laptop computer 
 
First Assignments as Reviewer 

1. Before a new Committee member is assigned as a Primary Reviewer, s/he must 
perform two consecutive agenda reviews as the secondary reviewer with either 
the Chair, or a senior member designated by the Chair, as the primary reviewer 
acting as a mentor.  

 
Continuing Education Requirements and Opportunities 

1. All IRB Committee members and alternate members are required to attend 
annual training conducted by the IRB and Office of Research Compliance staff.  
Those that do not complete the mandatory annual training may not be eligible to 
serve on the IRB Committee until this requirement is satisfied. All IRB Committee 
members are required to complete a self-evaluation tool assessing their 
knowledge, and identifying educational needs for the coming year at the annual 
training session.   

2. Ongoing training sessions are also incorporated into scheduled IRB Committee 
meetings as pertinent topics are circulated or policies or procedures change. 

3. “IRB TIPS” are short educational messages that will be sent to all committee 
members on a variety of topics as required. 

4. IRB Committee members are required to participate in at least one additional 
continuing education opportunity each year.  Committee members have an open 
invitation to attend or complete as many of the following sessions they would like; 
however, completion of one is mandatory to meet the continuing education 
requirement:  

a. Office of Research Compliance educational offerings 
i. Coordinator’s Course 
ii. Seminars 
iii. Question and Answer Forums 

b. Any other local, regional or national educational opportunities on human 
research protections.  

5. The IRB Chair and/or at least one Committee member from each Committee will 
be encouraged to attend a national or regional human research protections 
conference annually. 

 
Procedure for Orientation Training 
Each new reviewer will receive information and/or training in the following Categories in 
Sessions with the IRB staff, senior reviewers and the Office of Research Compliance  
 

1. The UAMS Federalwide Assurance 
2. The IRB Contact List  
3. IRB Policies and Procedures 
4. IRB Reviewer Responsibilities and Checklists; 
5. The Investigator’s Manual; 
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6. Template Language for Informed Consent Documents and Informed Consent 
Checklist; 

7. Human Subject Protection & HIPAA Education Policy 
8. INDs, IDEs and sponsor/investigator research 
9. Special review issues related to vulnerable populations 
10. Special review issues related to drugs and devices 
11. Ethics of IRB review 
12. Special requirements for review of VA related research 

 
Procedure for Continuing Education 

1. Each IRB reviewer will receive notice of continuing education opportunities via e-
mail.   

2. Verification of attendance through sign-in sheets, or certificates will be required. 
 

3.8 IRB Reviewer Training Requirements 
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Department: UAMS Institutional Review Board 
Policy Number: 3.9 
Section: Committee Membership  
Effective Date: July 31, 2002 
Revision Dates: February 8, 2005; March 12, 2004; November 18, 2002 
 
SUBJECT:  Consultants 
 
Policy:  The IRB at its discretion may invite scientists or non-scientists from within or 
outside the University of Arkansas, who are not members of the IRB and have special 
expertise to function as consultants for study applications and to assist the IRB in its 
review process. Their identities will be kept confidential to the extent allowed by federal 
regulations. 
 
Procedure: 
 

1. IRB Members may: 
1.1 Request the Chair identify a consultant if they are assigned 

a review that is out of their area of expertise. 
1.2 Obtain consultations by directly contacting a colleague, 

provided they are cognizant of potential or real conflicts of 
interest and confidentiality issues. 
1.2.1. If Member contacts a colleague directly, s/he will 
provide a written summary of the consultation in the 
comments section of ARIA, noting the qualifications of the 
consultant. 

 
2.  The IRB Chair will  

2.1 Evaluate submitted research for the need for consultation. 
2.2 If a consultant is needed, the chair will identify and contact 

an appropriate consultant. 
2.3 Provide the consultant with a copy of the IRB Conflict of 

Interest Policy, or verbally explain the Policy to the 
consultant, and determine whether the consultant has a 
conflicting interest. If the consultant has a conflicting 
interest, identify a replacement consultant. 

2.4 Provide the IRB with written summary of the consultant’s 
determinations. 

 
3. The Consultant will: 

3.1 Have access to all documents submitted to the IRB 
relevant to the specific project under review 

3.2 Immediately notify the Chair if upon review discovers s/he 
has a real or perceived conflict, so that the Chair may 
identify a new consultant. 

3.3 Provide a written summary of their review and 
recommendations. 

3.4 Attend IRB meeting, if requested, to  participate in the 
deliberations  and make recommendations on the project. 

3.5 Not vote or be included in determining or establishing 
quorum at the meetings 

3.9 Consultants 
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Department: UAMS Institutional Review Board 
Policy Number: 4.1 
Section: Committee Operations  
Effective Date: July 31, 2002 
Revision Dates: February 8, 2005; March 12, 2004; November 18, 2002 
 
SUBJECT: Number of Committees 
 
Policy: 
 
The number and composition of IRB Committees at UAMS may vary at times to support 
the volume and type of human research to be reviewed in a thorough and timely 
manner.  Composition of the individual committees will in general be along the discipline 
lines of biomedical and behavioral and social sciences.  Committees with a different 
focus may be added if warranted to meet the needs of the research program. 
 
Procedure: 
 
1.  The Behavioral and Social Science IRB will review human participant research 
studies that primarily focus on the examination of human behavior related to 
interpersonal interaction, observation, group or individual behavior relating to 
interventions or experiences. Methods include but are not exclusive to open-ended 
questions or interviews, or surveys inquiring about individual or group knowledge, 
attitudes, perceptions, experiences or behavioral activities. These studies may test 
educational, motivational and/or behavioral intervention effectiveness. 
 
2.  The Biomedical IRBs will review human participant research studies that examine 
clinical outcomes from the administration of drugs, supplements, medicines, surgical and 
other clinical procedures and diagnostics, medical devices, treatment regimens, and 
clinically applied interventions affecting the progression, symptom management, 
diagnosis or prevention of disease. Methods include the administration of these 
techniques, substances, and procedures to measure endpoints and outcome 
effectiveness. 
 

4.1 Number of Committees 
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Department: UAMS Institutional Review Board 
Policy Number: 4.2 
Section: Committee Operations  
Effective Date: July 31, 2002 
Revision Date: March 12, 2004 
 
SUBJECT:  Sub-committees 
 
A sub-committee may be formed at the request of the chairperson to address policy 
issues or to investigate issues related to specific studies or investigations that require 
more information than can be obtained in written communications. 



Department:  UAMS Institutional Review Board 
Policy Number:  4.3 
Section:  Committee Operations 
Effective Date:  July 31, 2002 
Revision Dates:  February 8, 2005; March 12, 2004; November 18, 2002 

SUBJECT:  Meeting Schedule 

Information concerning meeting schedules for the various IRB Committees can be found 
on the IRB website at http://www.uams.edu/irb/irb.asp.  Additional meetings can be 
called by the IRB Chair which may not be posted on the web site. Such meetings deal 
with special issues and would be made known to all concerned parties through written or 
oral communications. 

4.3 Meeting Schedule 
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Department:  UAMS Institutional Review Board 
Policy Number:  4.4 
Section:  Committee Operations 
Effective Date:  July 31, 2002 
Revision Dates:  February 8, 2005; August 25, 2004; November 18, 2002 

SUBJECT:  Assignment of primary reviewers 

The Chairperson, or designee, assigns protocols to the reviewer with the relevant 
scientific or scholarly expertise based upon the reviewer’s specialty. If no reviewer has 
the necessary expertise to perform an appropriate in-depth review, consultation will be 
sought.  Such consultation may be sought either within or outside the institution. 

The IRB office maintains each reviewer’s CV with information regarding their expertise. 

4.4 Assignment of Primary Reviewers 
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Department: UAMS Institutional Review Board 
Policy Number: 4.5 
Section: Committee Operations 
Effective Date: July 31, 2002 
Revision Date: August 25, 2004 

SUBJECT: Functions of the IRB Committee 

Each IRB shall follow written procedures for the following (21CFR56.108): 

1. Conducting its initial and continuing review of research and for reporting its 
findings and actions to the investigator and the institution;  

2. Determining which projects require review more often than annually and which 
projects need verification from sources other than the investigator that no 
material changes have occurred since previous IRB review; 

3. Ensuring prompt reporting to the IRB of changes in research activity;  
4. Ensuring that changes in approved research, during the period for which IRB 

approval has already been given may not be initiated without IRB review and 
approval except where necessary to eliminate apparent immediate hazards to 
the human subjects.  

5. Ensuring prompt reporting to the IRB, appropriate institutional officials, and the 
Office of Human Research Protections and as applicable the Food and Drug 
Administration of: 

a. Any unanticipated problems involving risks to human subjects or others;  

b. Any instance of serious or continuing noncompliance with these 
regulations or the requirements or determinations of the IRB; or  

c. Any suspension or termination of IRB approval. 

Except when an expedited review procedure is used (21CFR56.110; 45CFR46.110), the 
IRB reviews proposed research at convened meetings at which a majority of the 
members of the IRB are present including at least one member whose primary concerns 
are in nonscientific areas. In order for the research to be approved, it shall receive the 
approval of a majority of those members present at the meeting. 
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Department:  UAMS Institutional Review Board 
Policy Number:  4.6 
Section:  Committee Operations 
Effective Date:  July 31, 2002 
Revision Dates:  February 8, 2005; March 12, 2004; November 18, 2002 

SUBJECT:  Duties of IRB Staff  

1. Study Specific 

 1.1 Review materials for completeness before review by the IRB: 

 a. Full protocol 
 b. Informed consent form 
 c. Appropriate completion of Original Submission Form 
 d. Any relevant merit reviews or grant applications 
 e. Investigator’s brochure 
 f. Advertisements or subject information 
 g. Subject surveys or questionnaires 
 h. Appropriate documentation of required investigator training 

certificates 
 i. Indemnity letter from sponsor, if appropriate 
 j. HIPAA Authorization, if appropriate 
 j. Data Safety Monitoring Plan 
 k. Appropriate completion of Continuing Review Forms 
 l. Appropriate completion of Modification Forms 

 1.2 Verify receipt of current consent form and/or protocols for study revisions 
and adverse event reports. 

 1.3 Contact researcher for additional materials or submission changes when 
appropriate. 

2.  Meeting specific 

 2.1 Coordinate the location and snacks for meeting. 

 2.2 Verify attendance at meetings to assure quorum, both prior to and during 
the meeting. 

 2.3 Prepare and disseminate agenda prior to the meetings. 

 2.4 Provide members with appropriate background and summary information 
on policies, rules, and regulations pertaining to issues relevant to protocol 
review. 

 2.5 Assist the Chair in taking notes at the IRB meeting. 

 2.6 Prepare correspondence for signature by the Chair. 
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 2.7 Follow up as needed on all items marked as Pending, such as IND/IDE 
#s or other committee approvals. 

3.   General Duties  

 3.1 Ensure accuracy of data in database. 

 3.2 Disseminate and collect annual IRB questionnaires on COI and Affiliation. 

 3.3 Provide assistance to members and research staff with questions 
regarding regulations, policies, and ARIA and IRB procedures. 
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