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Rhode Island Department of Health 
Institutional Review Board 

Operating Policies and Procedures 
(As adopted May 6, 2004) 

 
 
I.  The Federalwide Assurance (FWA) 
 
The Rhode Island Department of Health’s Institutional Review Board (“the IRB”) is 
established under the Federal Wide Assurance (FWA) for the protection of human 
subjects of research submitted to the Office for Human Research Protection (OHRP) of 
the United States Department of Health and Human Services (USDHHS).   The FWA 
includes specific provisions governing the following: 
 
• The institutional authority under which the IRB is established and empowered. 
• The definition of the purpose of the IRB (i.e., the protection of human subjects of 

research), 
• The principles that govern the IRB in assuring that the rights and welfare of subjects 

are protected. 
• The authority of the IRB, specifically: 
 

¾ The scope of authority of the IRB (i.e., what types of studies must be 
reviewed); 

¾ The IRB’s authority to disapprove, modify or approve studies based upon 
consideration of human subject protection aspects; 

¾ The IRB’s authority to require progress reports from the investigators and 
oversee the conduct of the study; 

¾ The IRB’s authority to suspend or terminate approval of a study; 
¾ The IRB’s authority to place restrictions on a study. 

 
II.  Federal regulations for the protection of human 
subjects 
 
The operations of the IRB are governed by federal regulations for the protection of 
human subjects, 45 Code of Federal Regulations 46 (45 CFR 46).  
 
 
III.  Institutional setting of the IRB  
 
The IRB is established within the institution of the Rhode Island Department of Health 
under the authority of the Director of Health to submit the Federal Wide Assurance for 
the protection of human subjects.  The IRB operates for Department of Health but 
independently of the Administration of the Department.  The Chair of the IRB is 
responsible for the administration of the IRB. 
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IV.  Jurisdiction of the IRB  
 
The Rhode Island Department of Health (HEALTH) operates an Institutional Review 
Board (IRB) that reviews proposals for research on human subjects under a Federal Wide 
Assurance (FWA).  The HEALTH IRB’s jurisdiction extends to all research proposals 
that involve HEALTH staff, data, or other resources, specifically where a proposed 
project has: 
 
• An employee* of the Department serving as Principal Investigator, Co-Investigator or 

in any role with scientific responsibility in the research project, whether paid or in-
kind. 

• An employee* of the Department of Health is funded under the grant, contract, 
cooperative agreement, or other award supporting the research project. 

• An employee* of the Department engages directly in recruitment, data collection, or 
intervention with human research subjects or in any other activity requiring informed 
consent or assent or for which informed consent is usually required but has been 
waived as allowed in federal human subjects protection regulations. 

• The Department provides confidential data, in which an individual is identified 
directly or indirectly, to the project. 

• The Department provides any financial or in-kind support for the performance of the 
research project. 

• An employee* of the Department will be an author of a manuscript resulting from the 
research that will be submitted for publication and that will include the employee's 
affiliation with the Department. 

 
{*For the purposes of this policy, employees of the Rhode Island Department of Health are (1) full-time 

and part-time employees in the state personnel system and (2) contract employees. 
 
 
 V.  Membership of the IRB 
 
Number of members:  The IRB shall have nine full members and as three alternate 
members. 
 
Qualification of members:  Taken together, the members of the IRB shall possess broad 
competence and experience in sociological, medical research and public health research, 
knowledge of the community and its diverse cultures from which human research 
subjects are generally selected, and the ability to review proposed research in terms of the 
validity of the research, relevant law, regulation, and standards of professional clinical 
and public health practice. 
 
Diversity of members:  The IRB shall include representation by (1) both men and 
women, (2) multiple professions, (3) scientific and non-scientific members (at least one 
of each), and (4) at least one member not otherwise affiliated with the Rhode Island 
Department of Health.  Every effort shall be made to include members who represent 
disadvantaged or vulnerable populations from which research subjects may be selected. 
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Alternate members:  Alternate members shall be selected according to the same 
considerations as primary members.  Alternate members serve in a voting capacity at 
those meetings where the Chair has determined that such participation is necessary for a 
quorum.  Alternate members are assigned to represent no more than three full board 
members, but may cast a vote for not more than one at any given meeting.  Alternate 
members are expected to attend all IRB meetings. 
 
 
VI. Management of the IRB 
 
The chairpersons:  The Chair and Vice-Chair of the IRB are invited by the Director of 
Health to serve for two or more consecutive terms.  A term may be up to 3 years in 
duration.  The Chair is responsible for conducting the meetings of the IRB and for 
administering the review of human subjects research in the Department of Health.  The 
Vice-Chair conducts meetings of the IRB in the absence of the Chair. 
 
The IRB members:  All primary and alternate members of the IRB are invited by the 
Director of Health to serve for two or more consecutive terms.  A term may be up to 3 
years in duration.  Primary members serve terms that are staggered to maintain continuity 
of a majority of the membership over the end of each term.  If staggered terms cannot be 
established by normal appointment procedures, members may volunteer for shorter 
appointment terms, but no member may volunteer for a term less than a year.  Primary 
and alternate members are expected to attend all scheduled IRB meetings during each 
year of their term. 
 
Training of IRB chair and members:  Each newly appointed IRB member will be 
oriented to the principles of human subjects protection and the operations of the IRB by 
the IRB Chair.  The Chair will provide new members with materials relevant to (1) the 
principles of informed consent and human subjects protection, (2) the federal regulations 
governing human subjects protection, and (3) policies and procedures of the IRB.  The 
Chair will seek and inform members of opportunities for professional training, 
certification and development in the area of human subjects protection and will maintain 
a library of relevant reference materials. 
 
Compensation of IRB members:  The IRB does not usually compensate members for 
their service.  
 
Liability coverage for IRB members:  Members of the IRB are protected from liability 
arising from their IRB service by state law, when acting in good faith and in accordance 
with IRB policies and procedures and federal regulations. 
 
Use of consultants:  At the discretion of the Chair, the IRB may supplement the 
expertise of its members by inviting individuals with competence in special areas to assist 
in reviews of research proposals.  Any member may request the Chair to obtain the 
assistance of such an individual. 
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Administrative/secretarial support staff:  The Rhode Island Department of Health shall 
provide all administrative and secretarial support needed to administer the IRB’s 
operations.  The staff will perform their duties under the direction of the Chair. 
 
Resources:  The Rhode Island Department of Health shall provide meeting rooms, filing 
space, reproduction equipment, computers, etc., as needed to support the IRB’s 
operations. 
 
Conflict of interest:  No IRB member, including the Chair, shall participate in the initial 
or continuing review, including discussion and voting, of any proposal in which the 
member has a conflicting interest, except to provide information requested by the IRB.  It 
is the responsibility of each member to inform the Chair of such conflict prior to the 
review of the affected proposal. 
 
VII. Open meetings 
 
The IRB meets in accordance with the provisions of Chapter 42-46 of the Rhode Island 
General Laws, as amended, including the posting of agendas and filing of minutes with 
the Secretary of State. 
 
VIII.  Functions of the IRB 
 
The functions of the IRB are to: 
 
• Take steps to ensure that employees of the Department of Health and the Rhode 

Island community are knowledgeable of the requirements for protecting human 
research subjects and that they submit all relevant research studies to the IRB for 
review; 

• Determine whether submitted proposals are exempt from human subjects review, are 
eligible for expedited review, or must undergo review by the full board; 

• Conduct initial and continuing reviews of submitted proposals that require human 
subjects review; 

• Report, in writing, findings and actions of the IRB to IRB members, investigators and 
their institutions; 

• Determine which studies require continuing review more often than annually; 
• Determine which studies need verification from sources other than the investigators 

that no material changes have occurred since previous IRB review; 
• Take steps to ensure prompt reporting to the IRB of changes in research activities; 
• Take steps to ensure that changes in approved research are not initiated without IRB 

review and approval except where necessary to eliminate apparent immediate 
hazards; and to  

• Take steps to ensure prompt reporting to the IRB, appropriate institutional officials, 
and OHRP of any of the following: 

 
¾ Unanticipated problems involving risks to subjects or others, 
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¾ Serious or continuing noncompliance with 45 CFR 46 or the requirements of 
the IRB, and 

¾ Suspension or termination of IRB approval. 
 
IX.  Operations of the IRB 
 
Scheduling of meetings:  The IRB shall schedule routine meetings each month, the day 
of the week, time, and place determined according to the convenience of the members.  
The Chair may cancel routinely scheduled meetings or schedule additional meetings 
based on the number and urgency of submitted proposals to review. 
 
Pre-meeting distribution to members:  The Chair shall provide each member with the 
following items no later than one week prior to a scheduled meeting: 
• Meeting agenda, with date, time, and place of meeting and list of studies to be 

reviewed. 
• Minutes of the previous meeting. 
• All materials necessary for review of studies. 

 
The review process: Upon submission of a study for IRB review, the Chair or Vice 
Chair or designated representative of the Chair will determine whether all necessary 
information is present and make a decision as to whether the study is exempt from IRB 
review, eligible for expedited review, or requires full Board review. 
 
Full Board review: Upon submission of a study for full IRB review, the Chair will 
select, on a rotating basis with consideration of subject matter expertise and potential 
conflicts of interest, one primary and one secondary reviewer.  All Board members will 
receive a complete proposal for review.  The primary reviewer, followed by the 
secondary reviewer, will present his/her review based on the criteria in 45 CFR 46.111.   
 
Expedited review procedure:  The Chair or Vice Chair will designate one experienced 
IRB member to conduct an expedited review of a proposal that meets the criteria for 
expedited review under federal regulation.  No study may be disapproved by expedited 
review, but must instead be referred to the full board.  All IRB members will receive 
copies of expedited reviews at the same time that the investigator receives such 
notification.  Any member of the IRB may request, within two weeks of being notified of 
the results of an expedited review, further consideration of a study approved under 
expedited review.  This request will be given consideration at the next scheduled IRB 
meeting, at which time the full Board may choose to conduct a full Board review.  
Investigators will be notified of this possibility at the time they receive the results of the 
expedited review. 
 
Modifications to ongoing studies:  Modifications to ongoing studies will be reviewed in 
the same manner (expedited/full board) as the original study, except that modifications 
that involve no more than minimal risk to human subjects may be reviewed on an 
expedited basis even when the original study was reviewed by the full board.  
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Voting requirements:  A quorum of the IRB needed to act on a study is five primary 
and/or alternate members who are eligible to vote on the study (i.e., have no conflict of 
interest).  A simple majority of those present and eligible to vote is required for approval 
of a study.  Members may participate by conference call by prior arrangement.  Only 
primary members or alternate members designated as voting members by the Chair may 
vote at an IRB meeting.  Whenever possible, alternate members will be notified in 
advance of their designation as voting members for a specific meeting.     
  
Subsequent review:  The Director of Health may disapprove a study after the IRB has 
reviewed and approved the study.  Investigators will be notified of this possibility at the 
time they receive the results of the review of their study by the IRB.  No one in the 
organization may approve a study after it has been disapproved by the IRB. 
 
Communication from the IRB:  Within one week of making a determination, either 
through expedited or full board review, the IRB shall communicate the results of its 
reviews, including findings that studies are exempt from human subjects review, to (1) 
the study investigator, (2) to all members of the IRB, and (3) to the Director of Health.  
As appropriate, the IRB will communicate the results of its reviews to the sponsors of 
reviewed research studies. 
 
X.  IRB accountability requirements 
 
The following items shall be maintained in order to document IRB activities: 
• Current Federal Wide Assurance filed with OHRP, 
• IRB membership roster showing qualifications, 
• IRB operating policies and procedures. 
• Agendas and minutes of meetings, including  

¾ Members, consultants, guests, and others present, 
¾ List of studies reviewed, 
¾ Summary of discussion on debated issues, 
¾ Record of IRB decisions, and 
¾ Record of voting by name, showing votes for and against and abstentions 

• All protocols reviewed and approved consent documents, 
• Communications to and from the IRB, 
• Adverse reactions reports and documentation that the IRB reviewed such reports, 
• Records of continuing review, 
• Statements of significant new findings provided to subjects, and 
• Records relating to the review of specific studies shall be maintained for at least three 

years after the end of the study.  Records of continuing relevance, such as the Federal 
Wide Assurance, curricula vitae of current members, etc., shall be maintained until 
superseded.  All other records shall be maintained for three years after receipt. 
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XI. Submission of studies for IRB review 
 

The study investigator will provide, at a minimum, the following information to the IRB 
for its review of human subjects protection: 
• The investigator’s professional qualifications to do the research, including a 

description of any necessary support services and facilities, 
• The study protocol, which includes or addresses the following: 

¾ Title of the study, 
¾ Purpose of the study, including the expected benefits to be gained by doing the 

study, 
¾ Sponsor of the study, 
¾ Results of previous related research, 
¾ Subject inclusion/exclusion criteria, 
¾ Justification for inclusion of the proposed subjects, with specific justification for 

inclusion of any special/vulnerable populations, i.e., fetuses, pregnant women, 
and human in vitro fertilization; prisoners; and children, 

¾ Study design, including, as needed a discussion of the appropriateness of research 
methods, 

¾ Description of procedures to be performed, 
¾ All potential risks to subjects, 
¾ Provisions for managing adverse reactions, 
¾ Circumstances surrounding the consent procedure, including setting, subject 

autonomy concerns, language difficulties, vulnerable populations, and use of a 
short form, 

¾ Procedures for documenting informed consent, including any procedures for 
obtaining assent from minors, using witnesses, translators, and document storage, 

¾ Compensation to subjects for their participation, 
¾ Provisions for protection of the subject’s privacy, 
¾ Provisions for protection of confidential information on subjects, and 
¾ Extra costs to subjects for their participation in the study. 

• The proposed informed consent document, containing all requirements of 45 CFR 
46.116(a) and, as necessary, 45 CFR 46.116(b), 

• Any requests for changes in study after initiation, for previously reviewed studies, 
• Any reports of unexpected adverse events, for previously reviewed studies, and 
• Progress reports, submitted for use in continuing review. 
 
 
XII.  Procedures for continuing review 
 
Continuing review will be done on an annual basis, unless the full board requires more 
frequent review at the time of initial review or in the course of any continuing review. 
 
Investigators will be notified of the requirement for continuing review at the time of 
initial review and each subsequent review, and will be reminded of the requirement no 
less than two months prior to their next review date.  Investigators will also be reminded 
of the requirement to submit for review any proposed changes in protocol before 
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implementation each time they are informed of upcoming requirement for continuing 
review of their projects. 
 
Investigators will be required to submit a brief (200 words or less) progress report for 
their research as well as the continuing review form for the HEALTH IRB and any 
current informed consent forms. 
 
Ordinarily, continuing reviews of a project will be done in the same manner as initial 
reviews.  It is possible that changes in the research protocol or the incidence of adverse 
events will require that a project originally reviewed on an expedited basis needs to be 
reviewed by the full board.  Projects initially ruled exempt by the HEALTH IRB will be 
re-contacted after one year to ascertain whether any changes in protocol have been made 
that would alter their exempt status.  Projects attesting that no such changes have 
occurred will not be recontacted thereafter.  
 
 
XIII.  Precedence 
 
Every attempt has been made to establish these operating policies and procedures in 
accordance with the Rhode Island Department of Health's Federalwide Assurance and 
with Title 45 Code of Federal Regulations Part 46 (Protection of Human Subjects).  
Notwithstanding these policies and procedures, it is understood that the FWA and 45 
CFR 46 take precedence. 
 
 
XIV.  Adoption and amendment 
 
These operating policies and procedures stand as approved by the Institutional Review 
Board of the Rhode Island Department of Health at the meeting of May 6, 2004.  They 
may be amended as needed by a majority vote at any subsequent IRB meeting.  All 
amended policies and procedures so adopted will become effective as of the next meeting 
of the IRB. 
 


