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Preamble
This document sets forth the policies and procedures for the protection of human subjects in research, instruction, development and other activities conducted at or sponsored by Eastern New Mexico University.  It also serves to implement the specific requirements of the United States Department of Health, Education and Welfare (45 Code of Federal Regulations, Part 46) as revised April 1, 1977.

Application

The policies and procedures described herein apply to all research, instruction, development and other activities involving human subjects, funded or not, for which Eastern New Mexico University is responsible.

Policy

Eastern New Mexico University accepts the following as basic principles:

1.
No human being is to be exposed to unreasonable risk to health or well-being.

2.
The  rights and welfare of all subjects involved in research, instruction, development and other activities shall be adequately protected.

3.
The risks to an individual must be outweighed by the potential benefit or by the importance of the knowledge to be gained.

4.
Adequate, appropriate and legally-effective informed consent must be obtained in those cases where human subjects are put at risk.

5.
No information concerning a project may be withheld from a potential subject in order to increase the willingness of the subject to participate in the project.

6.
Whenever possible or relevant, any hazard to health conceivably resulting from procedures utilizing human subjects must be first investigated through animal research.

7.
Whenever medicines, surgical or other medical procedures, or exposures to hazardous environmental conditions are used or likely to occur the activity must be performed in conformity with high standards of clinical medical practice.

8.
If in the course of an activity an investigator discovers unanticipated risks to a subject that derived directly from the activity, the investigator must obtain the advice of the Human Subjects Committee regarding such risks.  The committee must inform the sponsoring agency about both the risks and its advice.  If in the course of a biomedical activity the investigator discovers an unanticipated symptom or disorder which is unrelated to the activity and requires treatment, the investigator must bring such information to the attention 
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of the subject’s physician.  If the physician cannot be identified, the investigator must inform the subject of the condition and advise the subject to seek medical assistance.

9.
Subjects may be paid, provided that the payment is not so large as to constitute an improper inducement.

10.
If participation as a subject is part of the academic work of a student, it must not be a coercive or mandatory requirement.  Appropriate informed consent must be obtained.  Instructors using students as research subjects may assign a reasonable alternative academic activity to those not wishing to participate.

11.
The subject’s personal privacy must be respected.  The investigator must take steps, when appropriate, to insure the confidentiality of research data.

12.
Research involving vulnerable populations may require additional precautions to assure protection of the rights of human subjects (e.g., mentally or physically handicapped, children, prisoners, parolees, addicts and others in conditions of dependency, helplessness or deprivation).

13.
When research takes place within a foreign culture, the investigator must consider the ethical principles of that culture in addition to the principles listed above.

14.
Various professional associations have also developed and adopted ethical codes which guide investigators working in the various disciplines involved.

Definitions
Research, Instruction, Development and Other Activities: Research, instruction, development and other activities include all efforts by faculty, students and staff that involve human subjects, including investigations that are carried out within instructional settings or as part of course requirements.

Human Subject Involvement:  There is human subject involvement when human beings are asked to participate physically in an activity or to donate their tissue, organs, fluids and other bodily material; when information is sought  from them directly (as through interview, questionnaire) or indirectly (as through observation); and when information concerning specific, individually identifiable human beings is asked for from third parties – whether through access to files, data banks or other means – or through direct inquiry of third parties concerning the individual in question.


Purely statistical research does not involve human subjects when the data being analyzed are anonymous and not traceable to individuals by the researcher.  No human subjects are involved in a research, instruction, development or other activity by the use of secondary statistical data from which no individual can be identified by the researcher or other persons.
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Involvement exists or does not exist from the outset, and is not affected by any assurances (e.g., assurance of anonymity) the investigator may provide once human subjects are involved.  If there is involvement, the Human Subjects Committee must review the project to make the initial determination of whether or not risk exists.

University Responsibility:  The University is responsible for activities involving human subjects conducted at the University, using University funds or facilities sponsored by the University as part of the University’s program or their employment.  The University is not responsible for privately conducted research activities not using University facilities, not part of the University program and which are outside the scope of employment of the investigators.  Faculty members engaging in such non-University sponsored activities must avoid suggesting, by use of their University titles or in any other way, that these are University sponsored activities.


If a principal investigator conducts an activity involving human subjects but does not obtain the approval of the Human Subjects Committee, the Regents would not be obligated to defend or indemnify the principal investigator if legal action is instituted by the subject.

Subject at Risk:  A subject is at risk if, as a participant in an activity, there exists the possibility of exposure to harm – physical, psychological or social – which goes beyond the ordinary risks of public or private living.  These include the recognized risks inherent in a chosen occupation or field of service, and the application of those established and accepted methods necessary to meet the subject’s needs.


The Human Subjects Committee is charged with determining the degree of physical, psychological or social risks, if any, in each case.  Physical, psychological and social risks include the following:


Physical Risks:  Physical risks exist when a substance is injected or ingested or some other physical intervention is performed, or the subject’s body is in any way unduly stressed.  A physical risk may involve unusual physical activity or strong aversive stimulation.  Engaging a subject in a social situation which could involve violence may also create a physical risk.


Psychological Risks:  Psychological risks exist when there is the possibility that a subject will undergo a significant degree of psychological damage or discomfort directly or indirectly as consequence of participating in an experiment or project.


Social Risks:  Social risks exist when there is a possibility that the research may cause the subject to suffer a loss of personal reputation or material possessions, be put in legal jeopardy or suffer personal degradation in the eyes of other persons.  Ordinarily, such risks can be minimized if the researcher safeguards the confidentiality of research files and conceals the identities of subjects in the published findings.  In some cases, additional safeguards may be necessary.
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Informed Consent:  Informed consent means the knowing consent of an individual, or of the individual’s legally authorized representative, to participate in a research, instruction, development or other activity.  The individual or the authorized representative must be so situated as to be able to exercise free power of choice without undue inducement or any element of fraud, deceit, force, duress or other form of constraint or coercion.  No informed consent, oral or written, shall include any exculpatory language through which the subject is made to waive, or to appear to waive, any legal rights, including any release of the University or its agents from liability for negligence.


The basic elements of informed consent are:


1.
A fair and understandable explanation of the nature of the activity, its purpose and the procedures to be followed, including identification of any procedures which are experimental;


2.
An understandable description of any reasonable discomforts and risks to be expected;


3.
An understandable description of any reasonable benefits to be expected;


4.
An understandable disclosure of any appropriate alternative procedures that might be advantageous for the subject;


5.
An offer to answer any inquiries concerning the procedures; and


6.
An instruction that the person is free to withdraw consent and to discontinue participation in the activity or project at any time prior to its termination without prejudice to the subject.

Legally Authorized Representative:  A legally authorized representative is an individual or a judicial or other body authorized under law to consent on behalf of a prospective subject to participate in the particular activity or procedure.

Approved Assurance:  A document (of institutional policies and procedures) that fulfills the requirements of the Department of Health, Education and Welfare (DHEW) Rules and Regulations and is approved by the Secretary of DHEW.

Certification:  The official institutional notification to the granting agency stating that a specific project or activity involving human subjects at risk has been reviewed and approved in accordance with the principles stated in the approved “assurance” on file at DHEW. 
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Legal Considerations

ENMU’s Liability
The University assumes liability for acts and omissions of its employees who are acting in the course and scope of their University duties.  The University would be obligated to assume the employee’s defense in the event of a suit based on the actions of the employee in connection with an activity involving human subjects allegedly resulting in injury to a participant.  However, the University would only be obligated for such defense if such project had gained and held current approval by the Human Subjects Committee.

Conversely, if approval of the Human Subjects Committee was not sought, granted or currently active, the University would not be obligated to defend or indemnify the investigator if legal action was instituted by a subject.  In addition, the University would have the right to seek reimbursement from the investigator for any amount expended for medical care provided any subject who suffered an injury as a result of participation in such an activity.

Duly appointed committee members who, while acting in the course and scope of their committee assignments, carry out their obligations in good faith will be provided defense by the University in the event of an adverse decision.

Responsibility for Subject Care
The University has given its assurance that medical treatment shall be provided for injuries resulting from investigations.

Cooperative Activities (Subjects recruited through one or more other affiliated/cooperative institutions)

The University remains responsible for safeguarding the rights and welfare of human subjects regardless of the distance involved or the nature of the cooperative agreement with the other institution when activities are conducted under the auspices of the University or by an agent of the University.  All such activities shall be reviewed and approved by the Human Subjects Committee and provisions made for continuing review.  ENMU’s Human Subjects Committee may request (a) an assurance that the cooperating institution’s Human Subjects Committee has reviewed the request, (b) that a special assurance be negotiated, (c) a letter from the cooperating institution indicating their assent to the project or (d) whatever else is deemed appropriate.

Clarification of Legal Issues
The responsibility for resolution of any legal question rests with the University’s legal counsel.  Whenever a legal question arises, the counsel’s opinion will be requested.  Applications involving legal questions (which are otherwise capable of being approved) will be referred to the University’s counsel for comment following the Human Subjects Committee’s approval.

Page 6

Protecting Confidential Information
All personal data which may place any individual at risk cannot be collected or utilized without the consent of the individual(s) who may be affected.  All personal data gathered for research projects and all medical records relating to such projects shall be kept in the strictest confidence by the project director and those persons actually performing the research project.  The sole exceptions are when the subject has given prior written approval for disclosure or when disclosure is required by statutory or judicial authority.  Legal counsel suggests that the words “The University will protect the confidentiality of this document to the extent provided by law” be used in lieu of the term “confidential” so that no subject will be misled.

If personal data already collected are used for any purpose other than that for which the original informed consent was obtained, another informed consent must be procured.  The Human Subjects Committee may waive this requirement after reviewing and approving the investigator’s procedures for safeguarding such data and the identity of the subjects involved.

Use of Autopsy Material
A standard hospital autopsy form generally grants sufficient permission to any recipient of the tissue to do research on the tissue.  The investigator obtaining discarded human material should insure that the requirements of informed consent are met by checking with the agency from whom the materials were obtained.  If there is any doubt, appropriate informed consent must be obtained.

Human Subjects in a Foreign Country
The guidelines, standards and law of the foreign country apply, but the protocol must be approved by the Human Subjects Committee in accordance with University policies and procedures for the protection of human subjects.

Protecting the Fetus in Investigational New Drug Studies
If appropriate, the consent form should include the statement that:  “Since it is not known if the drug is safe for the fetus, the subject should not participate if she believes herself pregnant or may become pregnant during the study.”

Pregnancy tests may be required.  If the study involves prolonged administration of the drug, repeated tests will be required.  Consent for periodic pregnancy tests should be obtained prior to the study.  Since present methods for determining pregnancy may result in a negative finding because insufficient time has expired after conception, a prospective subject should be informed of this fact.  The Human Subjects Committee may require that the investigator use only those subjects who can assure they are not pregnant.

Since any pregnancy test can be in error, legal counsel believes that, if the subject has been fully informed of this risk, the University would not be liable if a malformation to the fetus occurred.  

Page 7

However, the University would be liable if the tests were negligently conducted and it can be demonstrated that the malformation resulted from the subject’s participation.

Minors, Unconscious and Other Not Competent Individuals

General.  In general, except for minors, unconscious individuals and others who are not competent to give an informed consent should not be used as subjects unless absolutely necessary.  All appropriate safeguards must be observed.

Only the father and mother or guardian/conservator of a minor can be permitted to sign a consent form on behalf of the minor.  A guardian/conservator is defined as a person having letters of guardianship or conservatorship issued by a court.  Under the law, only a person having legal authority to do so may grant consent for a therapeutic or diagnostic procedure on another person.  There is no authority to grant consent for another to participate as a human subject.  The Committee is obliged to obtain the advice of legal counsel if no party/guardian/conservator is available.

Adult Unable to Give Informed Consent.  A legally authorized representative of an adult subject may consent to innovative therapeutic efforts on behalf of the subject.  However, where a direct benefit to the subject is not present, the Human Subjects Committee should not approve the use of any invasive medical procedure.  The committee may consider approving the protocol if the subject group is essential for the result sought and the experiment is necessary to advance the state of medical knowledge.  In these cases, the committee is required to obtain the advice of the University’s counsel.  Any invasive medical procedures performed on a person who is not able to consent for himself/herself which will provide no possible therapeutic benefit to such person and where no overriding social policy is present constitutes a battery.

Minors.  A parent may consent legally for the participation of a child in any experiment where the risk to the minor is minimal, the experiment is necessary or appropriate in order to advance the state of medical knowledge of diseases which affect only children, or affect children differently from adults.  All appropriate safeguards must be observed.

With respect to procedures which are not purely therapeutic or diagnostic, there is some question whether or not the consent of one parent would be sufficient to reduce the risk of liability to a completely manageable level.  In every instance where the risk to the child is more than insubstantial, it is recommended that the signature of both parents be obtained if available.  At least, the parent who has not signed the form should be apprised of the spouse’s action and be given an opportunity to express objections.

The Human Subjects Committee

Authority

The responsibility for compliance with federal, state or University regulations concerning activities involving human subjects rests with the President.  At Eastern New Mexico University, 
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the President has delegated this responsibility to the Vice President for Academic Affairs (VPAA).  The VPAA is assisted in discharging this responsibility by the Human Subjects Committee.

Regulations

1. A quorum  of the committee is defined as a simple majority of the total membership.  In order for official committee business to be conducted, quorum must be met.

2. No member of the committee can be present during discussions or participate in the vote on an activity in which he or she has a conflicting interest.

3. The Human Subjects Committee meets whenever necessary.  If an emergency meeting is necessary in order that the Human Subjects Committee’s actions conform to any aspect of DHEW policy, such a meeting will be called.

4. The Director of Student Health Services on this campus will be consulted in the review of all applications proposing to include University students as subjects.

Responsibilities

The Human Subjects Committee will:

1. Review and approve ENMU implementation policies and procedures;

2. Interpret governmental and University policy regarding human research;

3. Promptly disseminate informational material from agency and University sources;

4. Approve all material regarding protection of human subjects distributed to campus faculty and administrative offices;

5. Conduct inquiries at any time for the purpose of protecting the rights and welfare of human subjects.

6. Review all applications for activities/investigations involving human subjects;

7. Review all on-going projects at timely intervals;

8. Provide advice and counsel to research groups, departments and investigators;

9. Undertake any special projects necessary to be fully informed when making decisions;

10.
Establish conditions (if appropriate) and ascertain (if necessary) that they are adhered to through continuing review; and
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11. Maintain complete records of all applications, including notes of relevant discussions, correspondence, modifications and final actions.

Committee Decisions

The Human Subjects Committee makes every effort to modify rather than disapprove a protocol.  An investigator who disagrees with the recommendations of the reviewing committee may request or be invited to attend a meeting of the committee to discuss the different points of view and/or request supporting testimony by other specialists.

It is understood that, although studies approved by the Human Subjects Committee may be disapproved by others, disapproved projects may not be approved except by the action of the Human Subjects Committee.

Review Procedures

Investigators are advised to allow at least four weeks for the review process to be completed.  In cases where protocols or consent forms must be extensively revised, or where projects must be sent to outside reviewers, the process may take as long as eight weeks.

All projects conducted under the auspices of the University must be conducted or sponsored by members of the University’s faculty.

Initial Review.  As each application is received by the chairperson of the Human Subjects Committee, it will be screened for completeness and distributed to the members of the committee.

Committee Review.  Each application will be reviewed in detail by the committee.  This review shall determine whether or not the subjects will be placed at risk.  If risk is involved, the committee will determine if:

1. The risks to the subjects are so outweighed by the sum of the benefit and the importance of the knowledge to be gained as to warrant a decision to allow the subject to accept these risks.

2. The rights and welfare of such subjects will be adequately protected.

3. Legally-effective informed consent will be obtained by appropriate methods.


4.
The conduct of the activity will be reviewed at timely intervals.

As a result of this detailed review, four actions may be taken:

1.
Approval – This action may be taken if a majority of the full committee approve.
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2. Deferral – This action may be taken if there is insufficient information at hand to adequately judge the application

If an application is deferred, additional information from the principal investigator usually will suffice to resolve problems.  However, the committee may request that an outside consultant review the application.  If this course is chosen, the application should be sent to at least two consultants, one of whom should be selected by the principal investigator.

3. Disapproval – This action may be taken if two or more dissenting votes are cast.

If an application is disapproved, the principal investigator will be so informed in writing by the chair.  This communication shall include in detail the reason(s) for disapproval.  The principal investigator may then provide additional information and/or request to meet with the committee to discuss the application.

4. No risk – This action is taken if all committee members present agree that the subjects in the study will not be placed at risk.

All investigators are notified in writing of the review committee’s actions.  For all projects funded by DHEW and other agencies with a similar requirement, a certification of approval is forwarded to the investigator for submission to the funding agency via the VPAA.

The Graduate School Office maintains a permanent file of all Human Subjects Committee action.

Continuing Review.  The committee shall determine on a regular basis that the procedures for safeguarding the rights and welfare of human subjects are in effect for each approved research project.  Ordinarily, this determination shall be made each six months.  When necessary, more frequent follow-up will be done.

Each approval and “no risk” determination is in effect for only one year.  If the study continues beyond this time and there have been no changes in the project protocol, the investigator may seek an additional one-year approval or “no risk” determination.  The extension is to be requested in a letter to the chair of the Human Subjects Committee.  “No risk” evaluations will be reviewed at periodic intervals just as other applications are.

After the one-year extension has expired, no further approval may be granted unless the principal investigator re-applies in a  formal fashion to the committee, regardless of whether or not the protocol has changed.

Continuing review may also involve the preparation of scheduled progress reports or it may involve the establishment of ad hoc sub-committees to conduct project site visits.  In rare, although conceivable, instances it may involve the appointment of an independent ad hoc committee which would report directly to the Human Subjects Committee and have the sole function of protecting the subject’s interest.
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A condition of approval is that the investigators must immediately report any untoward or unusual reactions to the appropriate review committee.  The committee may decide to re-review a protocol immediately based on the information in the report.  Projects may be closely monitored by the committee and in accordance with instructions in DHEW form 596.

Consultative Functions of the Human Subjects Committee

The Human Subjects Committee will be available to consult with and aid any subject or investigator in cases where a subject may have suffered physical, psychological or other injury as a result of participation in a University sponsored research, development or other activity.

Educational Function of the Human Subjects Committee

A copy of this “assurance” document will be distributed to all deans and department chairs for general dissemination to the faculty.  The Human Subjects Committee, particularly the chairperson, is available to the faculty to discuss both the investigator’s responsibilities to human subjects and the procedural requirements of the committee.

Copies of this “assurance” and relevant federal laws and regulations regarding the protection of human subjects are available for review in the Graduate School Office.

Application for Approval for Use of Human Subjects

Types of Applications

General Activities.  Grant proposals containing no specific plans for involvement of human subjects, but which require Human Subjects Committee approval, fall into this category.  Examples include:  training grants, institutional grants, research, pilot or development studies in which involvement depends upon such things as the completion of instruments, prior animal studies or the purification of compounds.

Specific Activities.  This is an application in which specific plans, subject populations, risks and benefits can be defined.

Content of Applications to the Human Subjects Committee

General Activities.  Applications submitted for general activities will request “approval-in-principle.”  This request must contain information on the grant’s identity and the investigators involved; a summary of the kind of research/activity to be done under the aegis of the grant proposal; and assurance that no human subjects will be involved unless and until specific approval has been received.

Specific Activities.  Applications submitted for specific activities involving human subjects should follow the format outlined on the appropriate forms available in the Graduate School Office.
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Content of Applications to the Human Subjects Committee

General Activities.  Applications submitted for general activities will request “approval-in-principle.”  This request must contain information on the grant’s identity and the investigators involved; a summary of the kind of research/activity to be done under the aegis of the grant proposal; and assurance that no human subjects will be involved unless and until specific approval has been received.

Specific Activities.  Applications submitted for specific activities involving human subjects should follow the format outlined on the appropriate forms available in the Graduate School Office.
A complete application for the committee consists of the following:

1. Cover Page – This page should provide the names of the principal and all other investigators, sponsors, contact persons, study title and the approval/signature of the department chair.

2. Discussion of the Project – This discussion should be confined to the issues of concern to the Human Subjects Committee, yet should provide enough information to allow committee members to make an informed decision on the questions posed in “Committee Review.”  In instances involving complicated technical problems, one copy of the unabridged protocol should be submitted in addition to the summary contained in the application.  Submission of grant proposals - or portions thereof - is not acceptable.


3. Proposed Consent Form – Consent is required for all activities that place subjects at risk.  Such a consent must provide information on the elements mentioned in “Informed Consent.”  If it is believed that subjects will not be placed at risk, the investigator may attempt to justify this position to the Human Subjects Committee.  The committee, however, is responsible for making an independent determination of whether or not risk is present and its decision will prevail.

Consent forms should be written in lay language or language that befits the proposed subject group.  It may never contain any type of exculpatory language.  Brief, simple statements are encouraged.

The application may contain a request for waiver of written consent.  Where risk is minimal and written consent might jeopardize the study, waiver will be considered.  The investigator must include information that will be conveyed orally to the potential subjects.  Where necessary, debriefing procedures should be described.

4. Progress Reports – All renewal applications must contain information about the experience of the investigators during the previous year(s).  This information should be both scientific and experiential.  It must contain a statement about the number of subjects seen and their experience.
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Special Considerations

Special Subject Groups

There are many sub-groups of subjects for whom special consideration must be given, especially in regards to their ability to give informed consent and their freedom to consent.

Fetuses, abortuses, and pregnant women.  All applications submitted involving this group will be reviewed in light of Subpart B of Part 46, Title 45 of the Federal Code of Regulations (August 8, 1975).

Children.  Protocols involving children will be considered if there is clear evidence that the information could not be obtained from another population, that the risk involved is minimal in relation to the potential benefit to the subject and that the information to be gained is important.  In those cases in which normal children are involved, the importance of the information must be judged in light of the risk to the individual subjects.  These protocols will be referred to the University’s legal counsel.

Prisoners.  Only activities with low risk will be considered for approval with a prisoner population.  The prison situation will be evaluated as much as possible to ascertain the elements of coercion acting on the prisoners.

Special Procedures and Problems
Use of a Subject Representative.  In cases in which there is concern expressed about the capability of a specific group, especially as to their ability to give consent, the Human Subjects Committee may require the presence of an uninvolved third party to serve as an advocate for the subject.  Such a person must be chosen for his or her lack of involvement in the study, lack of accountability to the investigators and interest in patient or subject welfare.

Confidentiality.  Subject information may not be disclosed except with the consent of the subject or his legally authorized representative or as may be necessary for the Secretary of DHEW to carry out his duties.  Disclosure can be required by statutory or judicial authority.  When sensitive information is being gathered, the consent form should contain an appropriate warning (“Confidential to the extent provided by law” or “The University will protect the confidentiality of this document to the extent provided by law”).

Untoward Reactions.  A condition of approval is that the investigators must immediately report any untoward or unusual reactions to the Human Subjects Committee.  The committee may decide to re-review a protocol immediately based on the information in the report.  Any decision to modify a previously approved project will be sent to the investigator and to the Graduate School Office.  As per instructions on DHEW form 596, all adverse drug reactions will be reported to the FDA.
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Documentation

Minutes
The minutes of each meeting are to be retained in the permanent file of the Human Subjects Committee.  The minutes shall include the names and titles of each application discussed and a summary of the actions taken.

Files

Individual project files shall be maintained for each project submitted to the committee.  Each file shall contain the original application, all intervening correspondence, approval, certification, notes from the meetings, a copy of the approved consent form(s) and all renewal information.

Consent Forms

Signed forms shall be retained in the department office of the investigator involved.

Administrative Responsibility

The President may act to prohibit or suspend any research, instruction, development or other activity he finds not in compliance with this assurance or with current federal and state laws and regulations regarding the protection of human subjects.  All such actions will be reported to the Human Subjects Committee and to the supporting agency, if any.

Eastern New Mexico University assumes full responsibility for human subject protection for any project sponsored by this campus regardless of possible co-sponsorship by or cooperation with any other institution.  Thus, every such project is subject to full and continuing review by the ENMU Human Subjects Committee.

The Human Subjects Committee will receive and consider expressions of concern from any source for the adequacy of protection of any human subjects in research, instruction, development or related activities conducted at or sponsored by Eastern New Mexico University.

It is the responsibility of University personnel at all levels of authority to maintain the rights and safeguard the welfare of human subjects involved in activities conducted within their administrative purview.
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      Human Subjects Committee

   Screening Form
Note:  The Human Subjects Committee meets the last Tuesday of each month.  Proposals are due in the Graduate School Office the Thursday preceding the meeting.

The Human Subjects Committee has been charged with the responsibility of screening all studies which employ human subjects conducted under the auspices of Eastern New Mexico University.  The guidelines employed for screening are those set forth by DHHS and the ethical standards of the APA.

Please fill in all requested information and return six (6) copies of the form to the Graduate School, Station 24, Administration Building Room 216.

Actual title of investigation: 


If deception is involved, title of investigation provided to subjects:  


Principal Investigator:  


Department and telephone number:  


Other persons involved in the project (identify their status:  graduate, undergraduate, agency, etc.):


Number of subjects required:  


Length of participation:  


Source of subjects:  


How will subjects be selected:  


Description of subject population:  


Starting date:  ______________________  Completion date:  


Source of project funds:  _____________________________  Unfunded:  


Approvals:

If student, name and signature of faculty sponsor:  


Signature of department chair:


1.
Description of the purpose of the study:

2.
Description of the procedures to which each subject will be exposed.  (Attach a copy of the data-gathering instrument if available.  If not available, provide a detailed description below.)

3.
Experimenter’s assessment of the extent to which the subject will be exposed to stress, discomfort, or risk (physical, psychological, social).  If any risk is present, then specify:  (1) Precautions to be taken; (2) plans for dealing with emergent problems; (3) plans for surveillance of equipment and assistants; and (4) evaluation of the extent to which benefits to be derived from the study justify the likelihood of risk or discomfort to the subject.

4.
In your judgment, will the research require subjects to be misled, uninformed, or misinformed about any aspect of the research?  Yes ____ No ____.  If yes, please describe the nature of the specific deception and indicate why the research question is being approached in this manner.

5.
Enclose a copy of your informed consent form, including the following basic elements of informed consent:

A. A fair explanation of the procedures to be followed, including an identification of those which are experimental.

B. A description of the attendant discomforts and/or risks.

C. A description of the benefits to be expected.

D. A disclosure of appropriate alternative procedures that would be advantageous for the subjects.

E. An offer to answer any inquiries concerning the procedures.

F. An instruction that the subject is free to withdraw consent and to discontinue participation in the project or activity at any time without prejudice to the subject.

G. A description of plans for protecting the confidentiality of information obtained from the subject.

6.
Summarize the information to be given the subject at debriefing following participation in the project or activity.










