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Definitions

"Research" is defined (by Title 45 Code of Federal Regulations, Part 46) as “a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge”.  Generally, classroom activities and program development do not fall into this category.  See section on “Research vs. Program Development” for distinctions between research and program development.

"Human Subject" is defined (by 45 CFR 46) as “a living individual about whom an investigator [whether professional or student] conducting research obtains 1) data through intervention or interaction with the individual, or 2) identifiable private information.”

"Minimal Risk" is defined (by 45CFR)46 as " research for which the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests. 

I. Institutional Responsibilities
It is important to recognize that all research involving human subjects, whether conducted by faculty or students, is subject to review and approval by the University's Institutional Review Board for the Protection of Human Subjects (IRB).  It is the responsibility of researchers to read this Policy and to be familiar with federal and University of Rhode Island guidelines governing all research using human subjects.  The IRB at the University of Rhode Island is made up of at least 5 members with varying backgrounds sufficiently qualified to reflect the diversity of University research.  It consists of dedicated faculty (and faculty emeritus), and community members.  The IRB also enlists the advise of individuals with expertise required for any area not represented on the IRB.

The University's Federalwide Assurance (FWA), granted by the U.S. Department of Health and Human Services, requires that all human subject activities and all activities of the Institutional Review Board, regardless of funding source, will be guided by the ethical principles in: (a) The Belmont Report, or (b) other appropriate ethical standards recognized by the Federal Departments and Agencies that have adopted the Federal Policy for the Protection of Human Subjects. 

Please note that under Federal regulations the IRB cannot approve research projects that have already been implemented (i.e., after the research has begun or has been completed) without previous IRB approval.  Performing research with human subjects without IRB approval may jeopardize federal funding to the University.  Furthermore, a project that is not approved may be subject to termination by the University.

Safeguarding the rights and welfare of subjects at risk in any research, development, or related activity is the responsibility of the University.  To provide for the adequate discharge of this responsibility, it is the policy of the University that no activity involving human subjects be undertaken until those activities have been reviewed and approved according to procedures established by the University's Institutional Review Board. 

II. Investigator Responsibilities
Investigators acknowledge and accept their responsibility for protecting the rights and welfare of human research subjects and for complying with all applicable provisions of the Institution's Federalwide Assurance (FWA) and IRB Policies.  Investigators who intend to involve human research subjects will not make the final determination of exemption from applicable Federal regulations or provisions of the FWA, but will allow the Office of Compliance to make the final decision.

Investigators are responsible for providing a copy of the IRB-approved and dated informed consent document to each subject at the time of consent, unless the IRB has specifically waived this requirement.  All signed consent documents, as well as data and data analysis, are to be retained in a manner approved by the Institutional Review Board for at least three (3) years from the end date of the project.  All signed consent documents, as well as data and data analysis, are the responsibility of faculty advisors when research is done by graduate students.  Faculty must provide a secure place for the retention of documents and data for the three-year period.   

Investigators will promptly report proposed changes in previously approved human subject research activities to the IRB.  The proposed changes will not be initiated without IRB review and approval, except where necessary to eliminate apparent immediate hazards to the subjects.  Research investigators are responsible for reporting progress of approved research to the Office of Compliance, as often as, and in the manner, prescribed by the approving IRB on the basis of risks to subjects, but not less than once per year.

No investigator will seek to obtain research credit for, or use data from, subject interventions that constitute the provision of emergency medical care without prior IRB approval.  A physician may provide emergency medical care to a patient without prior IRB review and approval, to the extent permitted by law.  However, such activities will not be counted as research nor the data used in support of research.

Any adverse events including breaches of confidentiality must be reported to the IRB immediately.  When emergency care involves investigational drugs, devices, or biologics, U.S. Food and Drug Administration requirements must be satisfied.
Researchers collaborating with independent investigators who are not employees of this Institution or of another institution with a Federalwide Assurance (FWA) must sign a formal written agreement of commitment to follow the human subject protection policies of this institution. (Sample document in Appendices.)  Researchers collaborating with outside agencies must provide the IRB with a letter granting permission to conduct the research at that site.

Research Investigators are responsible for disclosing any Significant Financial Interest with sponsoring companies as defined in the University of Rhode Island Conflict of Interest Policy.  If a conflict of interest exists, the IRB shall carefully review the recommendations of the University Conflict of Interest Committee (http://www.uri.edu/research/compliance/confint.htm).

An Assurance Statement (see Appendices) signed by the principal investigator, assuring that the approved procedures will be followed in the conduct of activities involving human subjects, is a requirement of the application process.

On October 1, 2000 the National Institutes of Health (NIH) instituted a policy which requires all key personnel, on any NIH funded project, to complete education and training in the responsible conduct of research involving human subjects.  The University of Rhode Island's Federalwide Assurance is guided by similar principles and regulations.  Faculty, staff, or students requesting approval to do research with human subjects must provide documentation of education and training in the Responsible Conduct of Research.  Training may be in the form of a formal course, workshop, seminar, CD-ROM, Internet activity, or web based self-study that promotes an awareness of issues surrounding human subject research.  

Beginning September, 2006, the University of Rhode Island will request renewed training and documentation for those researchers whose training was received prior to September, 2003.  For training opportunities researchers should visit the URI web site:

 (http://uri.edu/research/compliance/educandtrain.htm).

Reporting Requirements (Adverse Events or Complaints)
Unanticipated problems involving risks to human subjects or others must be reported immediately to the IRB.   Complaints received by the Vice Provost for Graduate Studies, Research and Outreach will be forwarded to the IRB for review immediately upon receipt.  Complaints to the IRB or to the Vice Provost may be anonymous.

The IRB may be called into an interim review session by the Chairperson at the request of any IRB member or institutional official to consider any matter concerned with the rights and welfare of any subject.

The IRB will forward to any appropriate government regulatory agency such as the USFDA, any significant or material finding or action, at least to include the following:

1. injuries or other unanticipated problems involving risks to subjects or others,

2. any serious or continuing noncompliance with the regulations or requirements of the IRB, 
and

3. any suspension or termination of IRB approval.

The IRB will have the authority to suspend or terminate previously approved research that is not being conducted in accordance with the IRB's requirements or that has been associated with unexpected serious harm to subjects.

Certifications of IRB review of adverse events and subsequent approval will be forwarded through the Research Office to the appropriate Federal department or agency for research sponsored by such departments or agencies.

III. Institutional Review Board (IRB) Functions and Operations
The URI IRB is composed of at least 5 individuals (typically more than twice that) of varying backgrounds, to promote complete and adequate review of research proposals.  Membership will include at least one non-scientist, and at least one person not affiliated with the University.  Members and Chair are appointed by either the President or Provost, for renewable terms of either 2 years (for members) or 3 years (in the case of the Chair).  Typically, the IRB meets monthly, and receives packets with material for review at least one week prior to the meeting. 

The IRB will review, and have the authority to approve, require modification in, or disapprove all research activities, including proposed changes in previously approved human subject research.  For approved research, the IRB will determine which activities require continuing review more frequently than every twelve months or need verification that no changes have occurred if there was a previous IRB review and approval.

IRB decisions and requirements for modifications will be promptly conveyed to investigators in writing.  Written notification of decisions to disapprove will be accompanied by reasons for the decision with provision of an opportunity for reply by the investigator, in person or in writing.  Unless noted otherwise, the IRB empowers the Chair of the IRB to expedite 'approval pending' items.

Initial and continuing convened IRB reviews and approvals will be made in compliance with the code of federal regulations 45 CFR 46.  http://ohrp.osophs.dhhs.gov/humansubjects/guidance/45cfr46.htm and 21 CFR 50 and 56  http://www.fda.gov/oc/ohrt/irbs/ for each project (unless properly found to be exempt) by the Office of Compliance at the Research Office.  Continuing reviews will be preceded by IRB receipt of appropriate progress reports from the investigator, including available study-wide findings.

This institution's IRB has effective knowledge of subject populations, institutional constraints, differing legal requirements, and other factors, which can possibly contribute to a determination of risks and benefits to subjects and subjects' informed consent.  The IRB will ensure that legally effective informed consent will be obtained.

The IRB will determine, in accordance with federal guidelines and policies for involvement of human subjects in research, that protections for subjects are adequate. Where appropriate, the IRB will determine that adequate additional protections are ensured for special classes of subjects such as children, prisoners, pregnant women, human fetuses or neonates, or persons who are suffering from physical or mental illness, or who are economically or educationally disadvantaged.  The IRB will ensure effective input (consultants or voting or nonvoting members) for all initial and continuing reviews.

Scheduled meetings of the IRB (http://www.uri.edu/research/compliance/newirb.htm) for review of research will normally occur on the third Thursday of each month.  Dates will be posted on the Research Office web site. The IRB will observe the quorum requirements of a majority of members at each meeting, with a non-scientist present.  Voting will require a majority of members present including a non-scientist.  If at any time during a meeting a quorum is not present a vote may not be taken.  Any member of the IRB who has a conflict of interest in a project being reviewed will not participate in the final voting and closed discussion of that project.

The IRB will review and revise its Policies and Procedures annually to assure compliance with changes in federal regulations. 

IV. Process of Initial Review

IRB Application Form
The process of review and approval includes the consideration of the methods to be used in the collection of data, obtaining informed consent, and protecting the confidentiality of subjects.   Since the "risks" to subjects are affected by these procedures, it is the responsibility of the principal investigator to be fully familiar with the Code of Federal Regulations (45 CFR 46 and 21 CFR 50 and 56), and the Belmont Report, which form the basis of University Policy.

Principal investigators may examine the Code of Federal Regulations 45 CFR 46 at OHRP’s web site: http://ohsr.od.nih.gov/ and 21 CFR 50 and 56 (http://www.fda.gov/oc/oha/IRB/toc.html) at the FDA web site. Hard copies are available at the Research Office.

Principal investigators and/or department chairpersons shall aid graduate students in a preliminary determination as to whether the research will involve human subjects.  When it is not clear whether the research involves human subjects as defined in 45 CFR 46.102, the investigator should seek assistance from the Director of Compliance in making this determination.  However, ALL proposals involving human subject participants must be submitted to the Office of Compliance for approval. When a student's research proposal is determined to require full board review, that students major professor or a member of student's research committee must accompany the student to the IRB meeting.

Upon receipt of complete proposal submission packets, the IRB Chairperson (or designated reviewer) will assign a category for review – “exempt”, “expedited”, or “full board” – according to level of risk to subjects.  If the research falls into an “exempt” category, the proposal may be reviewed by either the IRB Chair or the Director of Compliance.  If the proposal can be “expedited”, it will be reviewed either by the IRB Chair or an appropriate designated reviewer.  

In the case of both exempt and expedited reviews, action reports will be mailed to investigators usually within 1-2 weeks of proposal submission.  If the research falls into neither an exempt nor an expedited category, the proposal will be placed on the agenda for full board review at the monthly IRB meeting.  The IRB will determine, according to level of risk, which research projects require continuing review more frequently than annually.

The Chair of the IRB or a senior medical member of the committee will make the final determination of "risk" to human subjects and type of review to be conducted for all research involving investigational new drugs or devices.

Specific rules govern research involving special classes of subjects such as children, prisoners, pregnant women, human fetuses or neonates, or persons who are suffering from physical or mental illness, or who are economically or educationally disadvantaged.  Please contact the Director of Compliance for help with proposals involving any of these populations.

Federal regulations require that research involving human subjects be reviewed by, and receive the approval of, the University's IRB.  However, the regulations do provide streamlined procedures such as "exempt” or "expedited" review for proposals that are of minimal risk to human subjects.

EXEMPT REVIEW (must be minimal risk)
If it is determined that human subjects are involved, the principal investigator and/or department chairperson shall make a preliminary determination as to which type of review will be required.  In situations where the investigator is a student, the decision regarding the type of review shall be the responsibility of the student's major advisor and/or chairperson of the department in which the student is enrolled. All research projects involving human subjects must be submitted to the Research Office for review.  The Chair of the IRB and the Director of Compliance will make the final decision as to the type of review that will be done.
Categories of research, which may be conducted by EXEMPT Review:

Note: Research involving minors or prisoners does not qualify for exempt review.

1.
Minimal Risk research conducted in established or commonly accepted educational
settings involving normal educational practices, such as (i) research on regular and special 
education instructional strategies, or (ii) research on the effectiveness of or the 
comparison among instructional techniques, curricula, or classroom management 
methods.


2.
Minimal risk research involving the use of educational tests (cognitive, 
diagnostic, aptitude, achievement), survey procedures, interview procedures or 
observation of public behavior, qualifies as exempt unless:


information obtained is recorded in such a manner that human subjects can be identified directly or through identifiers linked to the subjects and any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation.


3.
Minimal risk research involving the use of educational tests (cognitive, 
diagnostic, aptitude, achievement), survey procedures, interview procedures, or 
observation of public behavior that is not exempt under paragraph 2, if:


The human subjects are elected or appointed public officials or candidates for public office, or Federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

4.
Minimal risk research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot 
be identified directly or through identifiers linked to the subjects.  The data must be retrospective at the time of submission, with no intent to add to the dataset.

5.
Minimal risk research and demonstration projects which fall under the Social Security Act and  are conducted by or subject to the approval of Department or Agency heads, and which are designed to study, evaluate or otherwise examine:

· Public benefit or service programs

· procedures for obtaining benefits or services under those programs 

· possible changes in or alternatives to those programs or procedures or

· possible changes in methods or levels of payment for benefits or services under those programs.


6.
Taste and food quality evaluation and consumer acceptance studies:

· if wholesome foods without additives are consumed or

· if a food is consumed that contains a food ingredient at or below the level, and for a use, found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.

EXEMPT REVIEW - SUBMISSION REQUIREMENTS

In making the request for exempt review, submit:

· A letter by the principal investigator indicating why the exemption should be granted, citing which of the six published reasons for exemption applies.   In the case of a student, the letter should either be written by or endorsed by the student's major advisor and / or chairperson of the department in which the student is enrolled.

· Two copies of the complete proposal (if student, include the original Thesis/Dissertation Approval Sheet).

· Two copies of an Application Packet containing the following:

· A completed Proposal Application Form (see Appendices)
Applications will only be processed if the correct forms are used.
1. A summary of the project, written in lay terminology, including (if appropriate): statements regarding the subjects to be involved (including how they are to be recruited) and the diversity of the subjects or a reason for exemption, and a description of the nature of the subjects’ participation. 

2. An Assurance Statement (Part II of the Application Form) signed by the Principal Investigator, Student Investigator, and the Chairperson of the department.

· If the research involves a cooperating agency, institution, school district, etc., a letter of agreement to participate in the research (on letterhead) is required.   If the cooperating agency has an IRB, a copy of that agency's IRB approval is required.   Research that is to be conducted in foreign countries requires a letter of agreement from an appropriate official or cooperating institution.  

· If appropriate, submit a copy of the survey, questionnaire, sample interview questions, and informed consent document (see Appendices).

· Use of secondary data that is not publicly available needs a prior IRB approval number or a letter granting permission to use the data.

· Documentation of Training and Education in the Responsible Conduct of Research involving human subject participants for all key personnel.

EXPEDITED REVIEW (must be minimal risk)

In the case of research work involving activities that are of minimal risk to human subjects, an "expedited review" may be possible.  A request for expedited review must be submitted in writing to the Director of Compliance (70 Lower College Road), briefly describing the particulars of the project and how human subjects will be involved.  A request for extension of previous IRB-approved protocols, or a request for minor changes in a previously approved IRB protocol, may qualify for expedited review as well.  The FDA has the right to restrict, suspend, or terminate an institution's or IRB's use of expedited review procedure when necessary to protect the rights or welfare of subjects.

Categories of research, which may be reviewed by the IRB through EXPEDITED review as authorized by 45CFR46.110 and 21CFR56.110  [Federal Regulations of NIH (OHRP) and FDA]:

1. Research on drugs or devices for which an investigational new drug application or an investigational device exemption is not required by FDA regulations.  (See 21CFR312, 812).

2. Collection of blood samples by venipuncture, in amounts not exceeding 450 milliliters in an 8-week period and no more often than twice a week, from subjects 18 years or older who are in good health and not pregnant.

3. Prospective collection 0f biological specimens for research purposes by noninvasive means.  Ex. Hair and nail clippings, teeth, saliva, sputum, placenta, etc.

4. Collection of data from subjects 18 years or older using non-invasive procedures routinely employed in clinical practice, including the use of physical sensors, applied to the surface of the body or at a distance, which do not involve the input of matter or significant amounts of energy into the subject or an invasion of subject's privacy.  Also, includes electrocardiography, electroencephalography, thermography, detection to naturally occurring radioactivity, diagnostic echography, and electroretinography.  It does not include exposure to electromagnetic radiation outside the visible range (e.g. x-rays, microwaves).

5. Research involving materials  (data, documents, records, or specimens) that have been collected, or will be collected solely for non-research purposes (such as treatment or diagnosis) NOTE: some research in this category might qualify for exempt review.

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

7. Research on individual or group behavior, or characteristics of individuals (including, but not limited to, research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or research employing survey, interview, oral history, focus group, program evaluation, human factors, evaluation, or quality assurance methodologies.  NOTE: some research in this category might qualify for exempt review.

8. Continuing review of research previously approved by the convened IRB as follows:  where the research is permanently closed to the enrollment of new subjects, all subjects have completed all research related interventions, and the research remains active only for long-term follow-up of subjects; or where no subjects have been enrolled and no additional risks have been identified or where the remaining research activities are limited to data analysis.

9. Continuing review of research, not conducted under an investigational new drug application or investigational device exemption, where categories 1 through 7 do not apply but the IRB has determined and documented at a convened meeting that the research involves no greater than minimal risk and no additional risks have been identified.

EXPEDITED REVIEW - SUBMISSION REQUIREMENTS

In making the request for expedited review, submit:

· Two (2) completed proposals (ex. thesis, dissertation, or sponsored research grant proposal) less any appended material not necessary to an understanding of the project, (if student, include the original Thesis/Dissertation Approval Sheet).

· Two copies of an Application Packet containing the following:

· A Proposal Application Form (see Appendices).
Applications will only be processed if the correct forms are used.
· A summary of the project, written in lay terminology.  This is to be separate from any summary that is part of a grant or thesis proposal; it is to be written specifically for the IRB.

· A statement regarding the subjects to be involved (describe fully, including how they are to be recruited).

· A statement concerning the diversity of the subjects or a reason for exemption.  (See section on Diversity in Research).

· A description of the nature of the subjects' participation.

· A signed Assurance Statement (Part II of Application Form) (see Appendices).

· A copy of any survey, questionnaire, sample interview questions, and informed consent document to be used (see Appendices).

· If the research involves a cooperating agency, institution, school district, etc., a letter of agreement to participate in the research (on letterhead) is required.   If the cooperating agency has an IRB, a copy of that agency's IRB approval is required.   Research that is to be conducted in foreign countries requires a letter of agreement from an appropriate official or cooperating institution.  Use of secondary data that is not publicly available needs a prior IRB approval number or a letter from a person in authority granting permission to use the data.

· Documentation of Training and Education in the Responsible Conduct of Research involving human subject participants for all key personnel.

Completed Application Packets will be forwarded to the Chairperson of the IRB.  The Chair of the IRB or a designated experienced IRB member will review the application.  If the proposal involves minors, then the Chair and a designated IRB member whose specialty involves either working with or studying children will review the material.

In either event, the Chair of the IRB will prepare an Action Report, indicating the outcome of the review, to be submitted to the Director of Compliance.  The Director of Compliance will notify the principal investigator of the decision by mail.

FULL COMMITTEE REVIEW
If neither of the streamlined reviews is possible, the proposal must be reviewed by the convened Institutional Review Board, which meets monthly.  Material for full committee review must be submitted at least two weeks prior to the monthly meeting (see IRB meeting schedule at http://www.uri.edu/research/compliance/newirb.htm).  If it is determined that a student's research proposal requires a full board review, that student's major professor or a member of the student's research committee must accompany the student to the IRB meeting.  

The Office of Compliance will require from the principal investigator:

SUBMISSION REQUIREMENTS:

· Two (2) completed proposals (ex. thesis, dissertation, or sponsored research grant proposal) less any appended material not necessary to an understanding of the project, (if student, include the original Thesis/Dissertation Approval Sheet).
· Seventeen (17) copies of an Application Packet containing the following:

· A Proposal Application Form (see Appendices) with required information provided.  Applications will only be processed if the correct forms are used.

· A summary of the project, written in lay terminology.  This is to be separate from any summary included in a grant or thesis proposal; it is to be written specifically for the IRB.

· A statement regarding the subjects to be involved (describe fully, including how they are to be recruited).

· A statement concerning the diversity of the subjects or a reason for exemption (see enclosure on Diversity in Research).

· A description of the nature of the subjects' participation.

· A signed Assurance Statement (Part II of Application Form) (see Appendices).

· A copy of any survey, questionnaire, sample interview questions, and informed consent(s) to be used (see Appendices).  The informed consent documents should be written in language comprehensible to the subject.

· If the research involves a cooperating agency, institution, school district, etc., a letter of agreement to participate in the research (on letterhead) is required.  Research that is to be conducted in foreign countries requires a letter of agreement from an appropriate official or cooperating institution.  If the cooperating agency has an IRB, a copy of that agency's IRB approval is required.

· Documentation of Training and Education in the Responsible Conduct of Research involving human subject participants for all key personnel.

Completed Application Packets will be forwarded to the Chairperson of the IRB.  The IRB Chair will assign one principal reviewer for each proposal.  A minimum of two weeks will be necessary for review.  Each member of the IRB will serve as secondary reviewer, and will have a proposal abstract and associated materials for review.  The principal investigator shall be asked to clarify relevant issues and/or submit additional materials.  The principal investigator shall attend the IRB meeting.

At the IRB meeting, the principal reviewer will present the proposal to the Board with his/her recommendations.  Following a discussion of the proposal, the Board will determine the disposition of the proposal.  The IRB Chairperson will return the proposal and materials to the Director of Compliance with a signed Action Report, indicating the outcome of the review.  The Director of Compliance will notify the principal investigator in writing of the decision.  Materials and IRB decisions will be placed on file in the Research Office. 

V.  Research vs. Program Development
Under federal regulations (45 CFR 46) the final determination of what is research and whether the Federal regulations are applicable lies with the Institutional Review Board at the University of Rhode Island and ultimately with the Office of Human Research Protections (OHRP).

The regulations state that "research means a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge."  Because scientific principles and methodology are applied both to research and non-research activities, knowledge is generated in both cases.  Furthermore, at times the extent to which that knowledge is generalizable may not differ greatly in research and non-research.  Thus, non-research and research activities cannot be easily defined by the methods they employ. Three activities that are particularly susceptible to the quandary are surveys, interviews, and evaluations.

The key word in the regulations' definition of research for the purpose of determining research or non-research activity is "designed".  The major difference between research and non-research lies in the primary intent of the activity.  The primary intent of research is to contribute to generalizable knowledge.  The primary intent of non-research or program development is to improve a program or service.
Classifying an activity as research does not automatically lead to review by an IRB.  Once an activity is classified as research, additional determinations must be made: 1. Does the research involve human subjects, and 2.  If so, does the research meet the criteria for exemption from IRB review.  Once it is determined that the research involves human subjects, the project must be submitted for IRB review.

Guidance for compliance:

· What is the intent of the project?  Is it solely to improve a program or service?  Will the results be published in a professional journal or presented at a professional meeting?

· Are human subjects involved?

If the project is solely to improve a program or service there is no need to request Institutional Review Board approval.  If the results of the project will be published or presented at a professional meeting and if the project involves human subjects as participants, the Institutional Review Board must review the proposal.

A program development project may produce generalizable information after the project is undertaken even though generating this knowledge was not part of the original, primary intent.  In this case, since the primary intent was not to generate or contribute to generalizable knowledge, the project is not classified as research at the outset.  However, if subsequent analysis of data containing identifiable information about individuals is to be performed to generate or contribute to public knowledge, the analysis constitutes human subject research and requires IRB review before publication.

VI.  DIVERSITY IN RESEARCH
Both the Division of Research Compliance and the University's IRB support the following policy concerning diversity in research issued by the Public Health Service that states:

"Applications that involve human subjects are required to include minorities and both genders in study populations so that research findings can be of benefit to all persons at risk of the disease, disorder, or condition under study; special emphasis should be placed on the need for inclusion of minorities and women in studies of diseases, disorders, and conditions that disproportionately affect them.  This policy applies to all research involving human subjects and human materials, and applies to males and females of all ages.  If one gender and/or minorities are excluded or are inadequately represented in this research, particularly in proposed population-base studies, a clear compelling rationale for exclusion or inadequate representation should be provided.  The composition of the proposed study population must be described in terms of gender and racial/ethnic group, together with a rationale for its choice.  In addition, gender and racial/ethnic issues should be addressed in developing a research design and sample size appropriate for the scientific objectives of the study.

Assess carefully the feasibility of including the broadest possible representation of minority groups.  It is recognized that it may not be feasible or appropriate in all research projects to include representation of the full array of United States racial/ethnic minority populations (i.e., American Indians or Alaskan Natives, Asians or Pacific Islanders, Blacks, Hispanics).  Provide the rationale for studies on single minority population groups.

Applications for support of research involving human subjects should employ a study design with gender and/or minority representation (by age distribution, risk factors, incidence/prevalence, etc.)  appropriate to the scientific objectives of the research.  It is not an automatic requirement for the study design to provide statistical power to answer the questions posed for men and women and racial/ethnic groups separately; however, whenever there are scientific reasons to anticipate differences between men and women, and racial/ethnic groups, regarding the hypothesis under investigation, applicants should include an evaluation of these gender and minority group differences in the proposed study.  If adequate inclusion of one gender and/or minorities is impossible or inappropriate with respect to the purpose of the research because of the health of the subjects, or other reasons, or if in the only study population available, there is a disproportionate representation of one gender or minority/majority group, the rationale for the study population must be well explained and justified."  

(Public Health Service, Application for Public Health Service Grants Guide.)

VII. Children as Research Participants
http://grants.nih.gov/grants/guide/notice-files/not98-024.html
The inclusion of children in research involving human subjects is required unless certain conditions are met.  Investigators must create a section in their research proposal titled “Participation of Children."  This section should provide a description of the plan to include children or an explanation of the reasons for excluding them as participants.  The federal policy* provides possible reasons for exclusion:

1. The research topic is irrelevant to children.

2. There are laws barring their inclusion.

3. The knowledge being sought is already available for children.

4. A separate age-specific study in children is warranted.

5. Insufficient data are available to judge the risk of participation to children.

6. The study involves follow-up on a previous adult study.

7. Other justifications that are found acceptable by the IRB or NIH.

*For purposes of the federal policy, “child” is defined as an individual under the age of 21.

      Rhode Island state law defines "child" as a person under the age of 18.

CAUTIONS TO BE OBSERVED IN PREPARATION AND REVIEW OF ALL PROTOCOLS (EXPEDITED AND FULL) USING MINORS AS SUBJECTS:

Children are more vulnerable than other research participants "...because of their more limited cognitive competencies and experiential backgrounds, which constrain their capacities to understand and defend their rights as research participants and to make responsible decisions concerning research participation.  They are also vulnerable because of their limited social power, which impairs their ability to exercise independent decision making concerning research participation..." (Thompson, 1990).  Because of these limitations, special caution is advised in the preparation and review of protocols involving children as subjects.  These include:

Consideration of the developmental level of the individual in the determination of "minimal risk": It is usually assumed that vulnerability in children decreases with age.  However, there are conditions in which vulnerability increases or peaks at certain ages.  For example, a child's increasing self-awareness, or adolescents' sensitivity to his/her changing body may make older children more vulnerable than younger children.

Considerations in obtaining informed consent or assent: It is clear that consent is required from the parent or guardian.  Less clear are the requirements for the child's assent.  Although children cannot consent to research, they do have the right to refuse to participate.  It is recommended that the following be delineated in obtaining assent from children:

· That assent be required and obtained in writing from the child unless there is a clear, written justification for not obtaining assent.

· That there be a clear means of documenting how assent is obtained, and by whom.  Where appropriate, a separate form should be drafted with language appropriate to the child's developmental level.  In determining whether children are capable of assenting, the IRB shall take into account the ages, maturity, and psychological state of the children involved.

Explanation of and process for quitting or withdrawal from the research: Since children tend to be acquiescent to adult wishes and are often reluctant to speak up when uncomfortable, special attention must be given to processes for quitting or withdrawal from research.  Along with the usual statements in the informed consent form, the researcher is advised to:

· Be cognizant of signs of discomfort shown by the child throughout the interview or testing procedures, and periodically inquire about the child's reactions or feelings.

· Include procedures for withdrawal that address the above considerations.

VIII.  Students as Research Participants*
Universities provide investigators with a ready pool of research subjects: students.  Two questions that have been posed are: 1. Should students be allowed to participate in research?   and 2. Can participation in research appropriately be included as a component for course credit?

The problem with student participation in research conducted at the university is the possibility that their agreement to participate will not be freely given.  Students may volunteer to participate out of a belief that doing so will place them in good favor with faculty (e.g., that participating will result in receiving better grades, recommendations, employment or the like), or that failure to participate will negatively affect their relationship with the investigator or faculty.

Prohibiting all student participation in research may be an overprotective reaction.  An alternative way to protect against coercion is to require that faculty investigators advertise for subjects generally rather than recruit individual students directly.  Requiring participation in research for course credit is also controversial - though common - in the social and behavioral sciences.  However, students should have a choice as to how they will fulfill this obligation in order to diminish, or eliminate the coercive aspect of participation for course credit.   For example, students could participate in a research project of choice, or write a brief research paper, or attend faculty colloquia.

Confidentiality is another concern raised by the involvement of students as subjects.  Research involving the collection of data on sensitive subjects such as mental health, sexual activity, or the use of illicit drugs or alcohol presents risks to subjects of which they should be made aware and from which they should be protected to the greatest extent possible.  The close environment of the University amplifies this problem.

*(Taken from the National Institutes of Health, Institutional Review Board Guidebook)

University Policy:

Students at the University of Rhode Island who are over the age of majority in the state of Rhode Island may volunteer to participate in research activities.  Children under the age of 18 must have parental permission as well. Faculty who require student participation in research for course credit (or extra credit) must adhere to the following guidelines:

· The research activity must have prior Institutional Review Board approval.

· Research may not involve more than minimal risk.

· Participation must be voluntary.  Therefore, participation in a specific project may not be a course requirement.  It could be offered as extra credit if other options for the extra credit were provided.

· All elements of the informed consent process must be followed.

· If participation is to take place in the classroom, an alternative activity must be provided for those individuals who do not choose to participate.

· In no way may a student's grade be affected by his/her desire not to participate.

· Students may withdraw from a study at any time without reprisal.

Research involving normal educational practices such as the effectiveness of or the comparison among instructional techniques is allowed if conducted in commonly accepted educational settings and if the research is instructional in nature.  (45CFR46.101b1)

Contact the Compliance Office for guidance (874-4328).

Employees as research subjects would fall subject to the same concerns as students: coercion, undue influence and confidentiality.   An employee’s decision regarding participation in research must not in any way affect performance evaluations or job advancement.

IX. Informed Consent Requirements
Informed consent must be obtained under such circumstances that provide the prospective subject, or the subject's representative, sufficient opportunity to consider participation in the research project and where the possibility of coercion or undue influences is minimized.  Unless otherwise approved a signed consent document is required for all research involving human subjects.

The Informed Consent Statement:

· must be written in language understandable to the subject or representative (no higher than 8th-grade reading level);

· shall not contain any language by which the subject waives any of his or her rights;

· shall not contain any language that releases the principal investigator, the University or the sponsoring agency from liability for negligence;

· shall include a statement such as, “you are over 18 years of age," if appropriate;

· shall provide the participant with a description of the project, the risks and the benefits involved, a discussion of confidentiality, the duration/frequency of the subject's involvement, the right to refuse, and the names of contact people; 

· must include the title of the project and identify the University of Rhode Island and appropriate department;

· must include the most recent date of this institution’s IRB approval.

The Informed Consent document should follow the format and outline of the samples provided (see Appendices).  The consent document must provide subjects with the date of our most recent IRB approval, preferably in the form of our IRB’s “Approved” stamp (when it is not possible to use the stamped form, the document must note the most recent date of approval for the consent form).  

When the subject is a minor, a signed consent is needed from a parent or guardian, as well as an 
Assent Form signed (if possible) by the child.  (See sample assent forms in Appendices)

 If the subject is an adult requiring guardian consent, space for the guardian's signature should be provided. 

Where it is necessary to waive or alter any element of the Informed Consent document, consult the Director of Compliance or refer to 45 CFR 46.116 for guidance.

Two copies of the Approved Informed Consent document must be signed and dated; one copy is to be retained by the individual (or his/her representative/guardian), and one copy is to be kept by the principal investigator.  (NOTE:  the signature page may not be completely separated from the text of the informed consent)

If the research is anonymous, the Informed Consent document does not need a signature, and may be kept by the participant.  

XII. HIPAA Privacy Rule (August, 2002)

A Summary

Background

The HIPAA Privacy Rule establishes the conditions under which protected health information may be used or disclosed by covered entities for research purposes.  Research is defined in the Privacy Rule as, “a systematic investigation, including research development, testing, and evaluation, designed to develop or contribute to generalizable knowledge.” See 45 CFR 164.501.  A covered entity may always use or disclose for research purposes health information, which has been de-identified (in accordance with 45 CFR 164.502(d), and 164.514(a)-(c) of the Rule) without regard to the provisions cited by the final rule.

(http://www.hhs.gov/ocr/hipaa/privacy.html).  At the University of Rhode Island the Institutional Review Board will serve as a Privacy Board and review research requests, which involve the use of personal health information.

Definitions:

HIPAA: Health Insurance Portability and Accountability Act of 1996

PHI: "protected health information"

Covered Entities:

Health plans, health care clearinghouses, and those health care providers who conduct certain financial and administrative transactions (e.g. electronic billing and funds transfers) electronically.

Information Protected:

All medical records and other individually identifiable health information held or disclosed by a covered entity in any form, whether communicated electronically, on paper, or orally, are covered by the final regulation.  The Privacy Rule creates national standards to protect individuals' personal health information and gives patients increased access to their medical records.

Research:
It is important to remember the fact that research with PHI is always possible with the consent of the person whose PHI is going to be used, and it's even possible without such consent under certain circumstances such as:

· Data provided has been de-identified.

· The covered entity must be notified that the appropriate Review Board has 
approved waiver or alteration of authorization.  An example might be records 
research, in which it is impractical to find participants and obtain authorization.

· The researcher uses the information only to prepare a necessary research protocol 
or similar document, and will not remove any personal health information.

· The research is only on decedents, the personal health information is necessary, 
and the deaths of the individuals can be documented.

HIPAA Final Rule (August 2002), facilitates researchers’ use of a single form to obtain informed consent for research and authorization to use or disclose protected health information for such research, unless the research involves 'treatment'.

Authorization To Release Protected Health Information (PHI):

Covered entity needs two statements:

   1.  A statement that the alteration or waiver of authorization was approved by an IRB

   2.  A statement identifying the IRB and the date on which the alteration or waiver of

       authorization was approved with signature of the IRB chair.

Criteria for IRB Waiver of written authorization:  

   1.   The use or disclosure of PHI involves no more than minimal risk to the individuals

and the alteration or waiver will not adversely affect the privacy rights and the welfare 

of the individuals

   2 .  The research could not practicably be conducted without the alteration or waiver

   3.   The research could not practicably be conducted without access to and use of the PHI.     

Also, the IRB should assure that:

· the privacy risks to individuals whose PHI is to be used or disclosed are reasonable in relation to the anticipated benefits, if any, to the individuals, and to the importance of the knowledge that may reasonably be expected to result from the research,

· There is an adequate plan to protect the identifiers from improper use and disclosure,

· there is an adequate plan to destroy the identifiers at the earliest opportunity consistent with the conduct of the research, unless there is a health or research justification for retaining the identifiers or such retentions otherwise required by law,

· there are adequate written assurances that the PHI will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research project, or for other research for which the use of disclosure of PHI would be permitted.

X. Process of Continuing Review (Monitoring Research)

The Code of Federal Regulations empowers the Institutional Review Board (IRB) to "conduct continuing review of research … at intervals appropriate to the degree of risk, but not less than once per year, and to observe or have a third party observe the consent process and the research."  The IRB will determine which projects require review more than annually and which projects need to establish a data safety monitoring board.

Approved projects (expedited or full board) are assigned a monitoring date.  All investigators will receive a Continuing Review Form in advance of that date which must be completed and returned to the Research Office in a timely manner in order to maintain IRB approval.  

In order to receive continuing review, you will be asked to submit the following:

· a clean (un-stamped) copy of the most recent Informed Consent document (if you are still enrolling subjects into your study). Once re-approved, this clean copy will be stamped with the renewed approval date.

· A copy of the most recently approved consent form, signed by a subject (with subject’s name whited out)

·  a summary of the project and progress to date, including a brief synopsis

       of any relevant recent literature or interim findings since the last review

· any other relevant information, especially information about risks associated with the research.

Any requests for extensions or changes to research design must be made in writing to the Office of Compliance.

The IRB will review these documents to ensure that your research protocol continues to be in compliance with federal and state regulations as well as the research policies of the University of Rhode Island.  A proposal that was initially reviewed by the convened IRB must return to the convened IRB for renewal (until all human subject enrollment and intervention is complete).  Expedited reviews are conducted by the IRB Chair.  Researchers will receive action reports by mail.

Continuing research must be monitored and approved at least annually by the IRB.  If you do not respond to a request for review within the specified time frame, your project may fall out of compliance and be subject to suspension or termination of IRB approval.  If a termination letter is sent to an investigator, it is generally copied to the department Chair and college Dean.  Human subject research conducted without IRB approval puts subjects at risk and jeopardizes funding to the University.

XI.  Data and Safety Monitoring Plan
National Institutes of Health (NIH) requires that grantees have in place procedures for Data Safety Monitoring of clinical trials.*.  This is to insure the safety of participants, the validity of data, and the appropriate termination of studies for which significant risks have been uncovered or when it appears that the trial cannot be concluded successfully.  (* For the purpose of this document "clinical trial" is defined as a prospective study involving human subjects designed to answer specific questions about the effects or impact of particular biomedical or behavioral interventions.)
 (http://deainfo.nci.nih.gov/grantspolicies/datasafety.htm) 

A data safety monitoring plan (DSMP) may or may not include a Data Safety Monitoring Board.  Proposals are evaluated on an individual basis as to the need for a board.  The level of risk to participants is key to the decision.  

The University of Rhode Island, with thanks to Dr. James Prochaska and the Cancer Prevention Research Center, has developed a Data Safety Monitoring Plan that can be broadly applied to individual studies. It is the responsibility of individual investigators to tailor this plan.    

University of Rhode Island Data Safety Monitoring Plan (DSMP)

· The URI Compliance Office will assist in recruiting the help of peer reviewers from internal and external sources to review subject recruitment protocols prior to implementation and make recommendations to improve it, and consider whether or not the risks associated with implementation of the protocol are reasonable and are minimized appropriately.  

· The reviewers will have the expertise to serve in an advisory capacity to the Principal Investigators to monitor, review and assess study progress.  

· The reviewers will have access to outcome data during the study, and, in order that participants are not exposed to unreasonable or unnecessary research risks, can recommend early termination of one or more arms of the study if the data suggests significant adverse risk to participants, if the questions posed by the research appear to have been answered and there are no ethical or other reasons to continue the study, or if continuation of the study is futile.  

· The reviewers will also examine the timeliness of recruitment and the timeliness and quality of the data, based on data monitoring reports and other materials submitted by the PI and Research Staff.

· The reviewers will meet at least annually throughout the trial.  Meetings will be attended by representatives from the research team and reviewers.  Only the reviewers may vote.  None of the research team will be exposed to blinded study data until the end of the trial and/or until the reviewers recommend that the unblinding should occur.

· The reviewers will forward summary reports to the IRB at the University of Rhode Island and the funding agency when necessary.  The summary report will include:

1.  A statement that an independent review of data and outcomes took place, and date 
of review,

2.  A summary of the review of the cumulative adverse events reports without 
specific disclosure by treatment arm, unless safety considerations require such 
disclosure,

3.  The reviewer’s conclusion with respect to progress or need for modification of the


protocol.

· These summary reports will be in addition to all other adverse event reporting procedures required by funding agencies and the University of Rhode Island IRB, and will be distributed to the Principal Investigator within 30 days after each meeting of the reviewing body.

APPENDICES

(Sample Documents)

(Informed consent sample document)

The University of Rhode Island

Department of:

Address

Title of Project

CONSENT FORM FOR RESEARCH

Introductory section should begin with words to this effect:

You have been asked to take part in a research project described below.  The researcher will explain the project to you in detail.  You should feel free to ask questions.  If you have more questions later, {Name of P.I.}, the person mainly responsible for this study, {Phone  }, will discuss them with you.  You must be at least 18 years old to be in this research project (if appropriate).

Description of the project:

You have been asked to take part in the study that {here describe the nature of the study and the purpose of the research}.

What will be done:

If you decide to take part in this study here is what will happen:  {explanation of what will happen to the subject; how long the subject will be involved in the study; and state what portions, if any, are considered experimental.  Explain alternative procedures, if any.}

Risks or discomfort:

{Explain any risks or discomfort that might reasonably be expected to happen. If there are no risks or discomforts, state that here.}

Benefits of this study:

{Describe benefits to the subject, or to others, of this study.  If of no direct benefit to the subject, include a sentence to the following effect:} Although there will be no direct benefit to you for taking part in this study, the researcher may learn more about {       }.  (NOTE:  payment given to the subject for participation in the study is not a benefit, it is a recruitment incentive.)

Confidentiality:

{Describe the way confidentiality of records identifying the subject will be maintained.  Use words to the following effect, if appropriate:} Your part in this study is confidential.  None of the information will identify you by name.  All records will  {describe how records are to be maintained}.  If an investigational new drug or device is being used subject must be advised that the FDA has the privilege of inspecting records.

{Or, if the study involves information that legally must be reported to government agencies, then include the following:}  Your part in this study is confidential within legal limits.  The researchers and the University of Rhode Island will protect your privacy, unless they are required by law to report information to city, state or federal authorities, or to give information to a court of law.  Otherwise, none of the information will identify you by name.  All records will be {describe how they are to be maintained}.

{Alternatively, if the study is anonymous, then this should be stated here.  Indicate to the subject how anonymity will be preserved.}

In case there is any injury to the subject: (If applicable)

{Explain whether any medical or other treatment is available if injury occurs, and who to contact; use words to this effect:} If this study causes you any injury, you should write or call the office of the Vice Provost for Graduate Studies, Research and Outreach, 70 Lower College Road, University of Rhode Island, Kingston, Rhode Island, telephone:  (401) 874-4328.

Decision to quit at any time:

{Use words to the following effect:} The decision to take part in this study is up to you.  You do not have to participate.  If you decide to take part in the study, you may quit at any time.  Whatever you decide will in no way {penalize you} {affect your grade, status as a student}{etc.} {insert appropriate language}.  If you wish to quit, you simply inform {name and phone number of principal investigator} of your decision.

Rights and Complaints:

{Use words to the following effect:} If you are not satisfied with the way this study is performed, you may discuss your complaints with {P.I.'s Name} or with {name and phone of individual}, anonymously, if you choose.  In addition, you may contact the office of the Vice Provost for Graduate Studies, Research and Outreach, 70 Lower College Road, Suite 2, University of Rhode Island, Kingston, Rhode Island, telephone: (401) 874-4328.

You have read the Consent Form.  Your questions have been answered.  Your signature on this form means that you understand the information and you agree to participate in this study. 
________________________



________________________

Signature of Participant




Signature of Researcher

_______________________




_________________________

Typed/printed Name





Typed/printed name

__________________________



_______________________

Date







Date

 (sample consent document for anonymous research)

The University of Rhode Island

Department of:

Address:

Title of Project:

TEAR OFF AND KEEP THIS FORM FOR YOURSELF

Dear Participant:

You have been asked to take part in the research project described below.  If you have any questions, please feel free to call (Student Investigator) or (Faculty Investigator or Sponsor), the people mainly responsible for this study.

The purpose of this study is to (state purpose).  Responses to these items will be (state how responses will be collected and how confidentiality will be maintained).

YOU MUST BE AT LEAST 18 YEARS OLD to be in this research project.

If you decide to take part in this study, your participation will involve filling out a (survey/questionnaire) pertaining to (state appropriate information).

The possible risks or discomforts of the study are minimal, although you may feel some embarrassment answering questions about private matters (delete last phrase if it is not appropriate for your project).

Although there are no direct benefits of the study, your answers will help increase the knowledge regarding (state appropriate information).

Your part in this study is anonymous.  That means that your answers to all questions are private.  No one else can know if you participated in this study and no one else can find out what your answers were.  Scientific reports will be based on group data and will not identify you or any individual as being in this project.

The decision to participate in this research project is up to you.  You do not have to participate and you can refuse to answer any question.

Participation in this study is not expected to be harmful or injurious to you.  However, if this study causes you any injury, you should write or call (names of Student Investigator and Faculty Investigator or Sponsor) at the University of Rhode Island at (401)(phone number).

If you have any more questions or concerns about this study, you may contact

University of Rhode Island's Vice Provost for Graduate Studies, Research and Outreach, 70 Lower College Road, Suite 2, URI, Kingston, RI, (401) 874-4328.

You are at least 18 years old.  You have read the consent form and your questions have been answered to your satisfaction.  Your filling out the survey implies your consent to participate in this study.

If these questions are upsetting and you want to talk, please use the phone numbers below: (appropriate in cases where questions are of a sensitive nature)

(Names and phone numbers of resources available, e.g., Counseling Center, Women's Resource Center, AA, etc.).

Thank you,   (Name of Investigator)

Assent template for use with minors

The University of Rhode Island

Department of ______________

[Address]

 [Title of Project]

ASSENT FORM FOR RESEARCH

[This form should be written in language appropriate to the developmental level of the minor subject.  Introductory section should begin with words to this effect]:

My name is [identify yourself to the child by name].  We are asking you to take part in a research study because we are trying to learn more about [briefly outline the study].  We will explain the project to you in detail.  You should feel free to ask questions.  If you have more questions about this study later, please call [contact person], the person responsible for this study, at [phone number].

Description of the Project:

[Describe the nature of the study and the purpose of the research.

Special attention must be given to processes for quitting or withdrawal from research.

The researcher should be cognizant of signs of discomfort shown by the child throughout the study, and periodically inquire about the child’s feelings.  Include procedures for withdrawal that address these considerations.]

What will be done:

If you agree to be in this study, you will be asked to [here describe, in lay terms, what will happen to the subject, the duration/frequency of the subject’s involvement, note any parts of the study that are considered experimental and explain alternative procedures, if any exist]

Risks or discomfort:

[Explain any risks or discomforts, physical or otherwise that might reasonably be expected as a result of participation; if none are expected, state that here]

Benefits of this study:

[Describe anticipated benefits to the subject, or to others, of the study.  If there is no foreseeable direct benefit to the subject, include a sentence to this effect:]  Even though there will be no direct benefit to you for taking part in this study, we may learn more about ______________.

Confidentiality:

[Describe the manner in which subject confidentiality will be maintained]  Your part in this study is (confidential/anonymous) [as applicable].  [Use words to this effect, as applicable:]  No one else will know if you were in this study and no one else can find out what answers you gave.  We will keep all the records for this study  [here describe how/where records are to be stored/maintained]

Decision to quit or not participate at any time:

[Using words to this effect:]  You might want to talk this over with your parents before you decide whether or not to be in this study.  The decision to be part of this research is up to you.  You do not have to participate.  We will also ask your parents to give their permission for you to take part in this study, but even if your parents say “yes”, you can still decide not to do this.  If you do decide to participate, you can always drop out of the study at any time.  Whatever you decide will not be held against you in any way.  No one will be upset if you don’t want to participate or even if you change your mind later and want to stop.  If you want to quit the study, just let [contact person / phone number] know or ask one of your parents to call us.

Remember, you can ask any questions you may have about this study.  If you have a question later that you didn’t think of now, you can call me at [insert phone number] or ask me next time.  Would you like to read or hear about this study a second time?

Signing your name at the bottom of this form means that you have read or listened to what it says and you understand it.  Signing this form also means that you agree to participate in this study and your questions have been answered.  You and your parents will be given a copy of this form after you have signed it.

_______________________________             _______________________________

Signature of participant


   Signature of Researcher

_______________________________             _______________________________

Typed/printed Name



   Typed/printed Name

____________________


   ____________________

Date





   Date

Sample Children’s Assent Form

My name is Mrs. Brown.  I am doing a study to try to find out more about the different ways kids your age learn.  

If you agree to be in this study, here is what will happen: I will ask you to do some drawing, talking, and remembering.   For example, I may ask you to point to a picture while you say a sentence.  Some of the things you may do will be easy for you; others might be harder for you to do.  It will take you about 30-45 minutes to finish the study.

You can ask questions about the study at any time.  Also, if you decide you don’t want to finish, you can stop whenever you want.  There are no right or wrong answers because this is not a test.

You should talk this over with your parents before you decide to be in the study or not.  I will also ask your parents to give their permission for you to be in this study.  But even if your parents say “yes”, you can still decide not to do this.

Signing this paper means that you have read this form or had it read to you and that you want to be in the study.  If you don’t want to be in the study, don’t sign the paper.  Remember, being in the study is up to you.  No one will be mad if you don’t sign this paper or even if you change your mind later.

Signature of participant: ____________________________   Date: ________________

Signature of Investigator: ___________________________   Date: ________________

Sample Text for Unaffiliated Investigator Agreement

(investigators may use this text or develop an agreement of their own)

Unaffiliated Investigator Agreement

Name of Unaffiliated Investigator: 

Name of Institution Providing IRB Oversight: University of Rhode Island

OHRP Federalwide Assurance Number:  FWA00003132
Research Covered Under This Agreement:  title of project
(1) Investigator has reviewed the Belmont Report: Ethical Principles and Guidelines for the Protection of Human Subjects of Research (or other internationally recognized equivalent; see B1 of FWA Terms for institutions outside the United States); the U.S. Department of Health and Human Services (DHHS) regulations for the protection of human subjects at 45 CFR 46 (or other internationally recognized equivalent; see B3 of FWA Terms for institutions outside the United States), the Assurance referenced above, and the relevant institutional policies and procedures for the protection of human subjects.

(2) The Investigator understands and hereby accepts the responsibility to comply with the standards and requirements stipulated in the above documents and to protect the rights and welfare of human subjects involved in research conducted under this Agreement.

(3) The Investigator will comply with all other National, State, or local laws or regulations that may provide additional protection for human subjects.

(4) The Investigator will abide by all determinations of the IRB designated under the above Assurance and will accept the final authority and decisions of the IRB, including but not limited to directives to terminate participation in designated research activities.

(5) The Investigator will complete any training required by the IRB prior to initiating research covered under this Agreement.

(6) The Investigator will report promptly to the IRB proposed changes in the research conducted under this Agreement.  The investigator will not initiate changes in the research without prior IRB review and approval, except where necessary to eliminate apparent immediate hazards to subjects.

(7) The Investigator will report immediately to the IRB any unanticipated problems in research covered under this Agreement, which involve risks to subjects or others.

(8) The Investigator will seek, document, and maintain records of informed consent from each subject or the subject’s legally authorized representative as required under HHS regulations (or other international or national equivalent) and stipulated by the IRB.

(9) The Investigator acknowledges and agrees to cooperate in the IRB’s responsibility for initial and continuing review, record keeping, reporting, and certification.  The Investigator will provide all information requested by the IRB in a timely fashion.

(10) In conducting research involving FDA-regulated products, the investigator will comply 
with all applicable FDA regulations and fulfill all investigator responsibilities (or 
investigator-sponsor responsibilities, where appropriate), including those described at 21 
CFR 312 and 812.

(11) The investigator will not enroll subjects in research under this Agreement prior to its 
review and approval by the IRB.

(12) Emergency medical care may be delivered without IRB review and approval to the extent 
permitted under applicable Federal regulations and State law.  However, such medical 
care may not be included as part of Federally-supported research.

(13) This Agreement does not preclude the investigator from taking part in research not 
covered under the Agreement

(14) The investigator acknowledges that her/his primary responsibility is to safeguard the 
rights and welfare of each research subject, and that the subject’s rights and welfare must 
take precedence over the goals and requirements of the research.

Signatures:

Unaffiliated Investigator ____________________________________   Date _____________

IRB / or Institutional Official: ___________________________   Date ___________

Sample Document (may be combined with Informed Consent document if the consent is for research and not treatment)

AUTHORIZATION FOR USE OR DISCLOSURE OF PROTECTED HEALTH INFORMATION FOR RESEARCH

The University of Rhode Island

Department of ______________

[Address]

[Title of Project]

The privacy law, Health Insurance Portability & Accountability Act (HIPAA) protects individually identifiable health information.  The privacy law requires that an investigator explain in detail what information will be obtained during a study and how that information will be used, and with whom it will be shared.

You have been asked to participate in the above named study.  The protected health information that may be used and disclosed includes:

(State all health information needed for the study)

The investigators may use and disclose your protected health information until the end of the study.

(provide the end date or expiration date of authorization) 

 They will use and/or share this information with:

   The University of Rhode Island Institutional Review Board


Government Agencies when required by law


(List all other agencies or individuals with whom information will be shared)

You do not have to sign this authorization.  If you do sign, you may end your participation by notifying the investigator (name and telephone # of investigator). Withdrawal of authorization will not affect treatment, payment or enrollment in any health plans or affect your eligibility for benefits.  When you withdraw authorization investigators may only use and disclose the protected health information already collected for this research study.  Withdrawal of authorization also means that you may not be allowed to participate in the study.

The investigator will respect the confidentiality of the health information, however, should the health information be disclosed by the investigator, to someone outside of this study, it might no longer be protected by the HIPAA regulation.

Signing your name at the bottom of this form means that you have read or listened to what it says and you understand it.  Signing this form also means that you agree to authorize the use and disclosure of personal health information.  You will be given a copy of this form after you have signed it.

_______________________________             _______________________________

Signature of participant


   
Signature of Researcher

_______________________________             _______________________________

Typed/printed Name



Typed/printed Name

____________________


 ____________________

Date





 Date
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