Schools - Coordinator/Advisor/Teacher

2009-2010 RULES AND REGULATIONS – Grades 3-6
The South Central and Southwest Minnesota Regional Science and Engineering Fair Program is affiliated with the Intel International Science and Engineering Fair (Intel ISEF) Program. Rules are set-forth by Intel ISEF. These are simplified for the elementary fair and are explained below.

The SC/SW MN Regional Fair has a Scientific Review Committee/Institutional Review Board (SRC/IRB) at Mankato State University. The purpose of SRC/IRB Committee is to monitor and make sure that students doing projects are safe and that no human or vertebrate animals are harmed. Your local school, district, or school system has a SRC/IRB committee in place if your school participated in the regional science fair program. If you do not have a SRC/IRB Committee, set one up locally or contact the Regional Science Fair Office at (507) 389-2849 or science.fair@mnsu.edu, for assistance.

Based on our experience last year, the vast majority of schools had a local IRB/SRC committee and that the projects were screened prior to the start of the projects. If your local school needs to organize a SRC/IRB Committee, the following requirements are to be followed. The Scientific Review Committee (SRC) must include at least three people. The SRC must include one biomedical scientist (Ph.D., M.D., D.V.M., D.D.S., or D.O.), one educator, and at least, one other member. Additional Expertise: Many projects will require additional expertise to properly evaluate (for instance, extended knowledge of biosafety or of human risk groups.) If animal research is involved, at least one member must be familiar with proper animal care procedures. If the SRC needs an expert as one of its members and one is not in the immediate area, then documented contact with an external expert is appropriate and encouraged. The SRC must review and approve projects involving restricted areas of research before experimentation is started. Elementary schools may contact their Junior/Senior High level science teacher/science fair coordinator for an existing SRC/IRB Committee. Remember, it is extremely important to fill out the correct forms.
If you have a student that has a project with experimentation of humans or vertebrate animal, your school should have an SRC/IRB Committee. No forms are needed for invertebrate animals, plants, or observation of nonhuman vertebrates. Forms are needed for observation of humans. Please see the Risk Assessment Guide.
If you have a Scientific Review Committee at your local school, you do NOT need to forward the certification forms to Mankato State University's SRC/IRB Committee. The appropriate forms must be with the project the day of the fair for approval by the judging team captains or the regional SRC/IRB Committee.

All projects at the local level must have proper forms completed before the project is started. For most projects the simplified research plan signed or printed by the student(s), a parent, and classroom teacher is sufficient. If the project involves human subjects, vertebrate animals, or pathogenic substances, Intel ISEF Certification Forms need to be completed (which are available at http://www.societyforscience.org/ISEF/about/rules_regulations.asp). Your local SRC/IRB Committee must review the project and the proper forms. If your school does not have a SRC/IRB committee, then the appropriate forms must be submitted to the Regional Science Fair Office before the project is started. The Intel ISEF Certification Forms are the necessary forms to be completed by any grade level that is working with vertebrate animals or humans. 

CERTIFICATION FORMS
•
Elementary Project Approval Form 

•
Science Log or Notebook (report on process, facts, thoughts)

Few students will need these additional forms listed below at the elementary level, but if a project involves human subjects, vertebrate animals or research in a university or industrial setting, then the forms are required. All forms can be found on our site either listed under the Junior/Senior High Division or the Elementary Division, available for download under the left column at this link: 

http://www.mnsu.edu/sciencefair/form/certforms.html

•
Registered Research Institutional/Industrial Setting Form (1C)

•
Qualified Scientist Form (2)

•
Research Involving Human Subjects (4)
•
Research Involving Vertebrate Animals (5A, 5B) 

•
Research Involving Human and Vertebrate Animal Tissue Form (6B)

•
Research Involving Continuation Projects Form (7)
ALL STUDENTS (Grades 3-6) need to submit to the South Central/Southwest Minnesota Regional Science and Engineering Fair Office by the registration deadline of Wednesday, March 17, 2010, a copy of Elementary Project Approval Form and any other forms necessary. Copies of the certification forms may be sent to the regional fair office no later than one month prior to the fair or Monday, April 5, 2010. The science log or notebook should be brought on fair day and be placed on the exhibitor’s table. Sending the “Approval Form” along with registrations or up to one month prior to the fair will allow the MSU SRC/IRB Committee adequate time to evaluate the projects and their forms prior to the day of the regional fair. Project registrations may be completed online or by hard copy. MSU’s SRC/IRB Committee will review all forms received a month or more prior to the day of the regional fair. If problems are identified you will be notified before the fair. These copies of the forms will be returned to each student the day of the regional fair. Each student "must" keep the original of these forms and bring them on the day of the regional fair for final approval and signatures. Remember to only send “copies” to our office.
All students in Grades 3-6 who have a project “experimenting” with vertebrate animals and/or humans, must complete the Intel ISEF Certification Forms. Consult the ISEF Rules Booklet if you have questions at http://www.societyforscience.org/ISEF/about/rules_regulations.asp. In general, Grades 3-6 should use the simplified forms for Research Plan, Research Plan Attachment and the Approval Form. Parents and/or teachers need to approve the project before the project is started. All projects not involving vertebrate animal, human subjects or research in a university or industrial setting, need only to complete the Elementary Project Approval Form.
"Experimenting" means to change in any way something that would not have normally happened. For example, with vertebrate animals – changing dog foods to see which one the dog likes best. This would not have normally happened, so it requires the Intel ISEF Certification Forms.

Certification Forms for Experimenting with

Humans or Vertebrate Animals

There have been major revisions in the previously termed sections: Potentially Pathogenic and Pathogenic Agents, Recombinant DNA and Human and Vertebrate Animal Tissue.  Full text of the rules and electronic copies of forms are available at http://www.societyforscience.org/ISEF/about/rules_regulations.asp.
Forms and Dates

The Intel ISEF forms constitute written documentation of what will occur in a research project. They are designed to provide the information that is needed to review the project to ensure compliance with the Intel ISEF rules and with laws and regulations that apply to the project. The forms should be filled out and signed before any research takes place. (Only Forms 1C, 7, and the abstract are done after the research.) The dates of the signatures reflect when the approval or consent is given.

Checklist for Adult Sponsor / Safety Assessment Form (1) A checklist is provided so that the adult sponsor can review what information (and therefore which forms) must be provided. The date signed is the date that the sponsor first reviews the project plan.

Student Checklist / Research Plan (1A – 2 pages) On these pages, the student outlines what the project is about. This form is now for both individual and team projects. (The second page is the “Research Plan Instructions”, which must accompany the Checklist for Student.) Items that especially need to be clear are the following:

#5 Any project conducted in a similar area of research as previous projects should be considered a continuation. If the project is a continuation, explain on Form 7 as completely as possible how the project will differ from previous experimentation because ONLY a new and different research project is allowed. (If based on previous research, the current year project must demonstrate significant progress.)

#6 Explain when the actual experimental procedure (not the background literature review) will begin and end because ONLY a 12-month project that occurred within the last 18 months before this Intel ISEF is allowed.

#7 Explain where the experimental research will be done: home, university, field. Pathogens may NOT be cultured at home. Research animals must be housed in school or institutional settings only. Universities, research facilities, and industrial settings will require the additional documentation of Form 1C to explain what was done at each facility.

#8 If any of these areas are to be part of the research, additional documentation and additional approvals are required to explain how the research will be done, and the plan must be approved BEFORE experimentation can begin.

#9 Attach a research plan.

Research Plan Attachment Explain clearly and in detail what will be done in the research project.

Approval Form (1B) These statements attest that each of these people (or committees) approves or consents to this project. The dates should be signed as described below:

	 
	a) Student
	Date student attests that he/she understand the possible risks and that he/she will read and follow the rules.

	 
	b) Parent/Guardian
	Date they consent to have their child doing this project.

	
	
	

	 

	 
	2a) SRC Approval BEFORE
	Date that the committee reviews this project BEFORE the experimentation. Projects that must be pre-approved are research in these areas: human subjects, vertebrate animals, or potentially hazardous biological agents.

	 
	b) SRC Approval 
	This applies only to projects which needed preapproval by the SRC but were done at a regulated research institution and were pre-approved by that institution instead of the SRC. Date signed indicates when the affiliated SRC chair approved this project after it was completed. Attach (1C) and required institutional approvals.

	 
	c) Final Intel ISEF Affiliated Fair 

SRC Approval
	All projects must be reviewed by the SRC after the experimentation is complete and shortly BEFORE they compete in the affiliated fair (this should be the morning of the fair before judging begins). The date signed shows the date that SRC gives final approval to this project.


Regulated Research Institutional/Industrial Setting Form (1C) This form explains what the student researcher actually did and is signed after the project is completed. This form must be completed after experimentation by the adult supervising the student research conducted in a regulated research institution, industrial setting or any work site other than home, school or field. Student research projects dealing with human subjects, vertebrate animals or potentially hazardous biological agents require review and approval by an institutional regulatory board (IRB/IACUC/IBC). Copy of approval(s) must be attached to this form, if applicable.

Qualified Scientist Form (2) On this page, the scientist explains what will be done to oversee a project. This form may be required for research involving human subjects, vertebrate animals, potentially hazardous biological agents, and DEA-controlled substances. The date signed indicates the date that they approve this project (before experimentation takes place).

Risk Assessment Form (3) Completed by the Student Researcher in collaboration with Designated Supervisor/Qualified Scientist. Required for projects using hazardous chemicals, activities or devices. Must be completed before experimentation. See the Risk Assessment Guide found at the following link: http://www.mnsu.edu/sciencefair/school/rulejrsr.html
Human Subjects Form (4) This form is required for all research involving human subjects. (IRB approval required before experimentation.) In part, this form needs to be completed by Student Researcher in collaboration with the Adult Sponsor/Designated Supervisor/Qualified Scientist. The middle and bottom sections are to be completed by Institutional Review Board (IRB) after review of the research plan.

This page is filled out by the student researcher to explain to the IRB how the safety and well being of the test subjects will be ensured. The IRB reviews the project, checks the risk level and each member signs with the date they approve this project. This review and the date signed must be BEFORE any experimentation takes place. Attached to the Human Subjects Form is a Sample of Informed Consent. This form is used to provide information to the research subject (or parent/guardian) and to document written informed consent, minor assent and/or parental permission. (This part of the form may be used or copied to make own.) Copies of this form are used (for informed consent) to explain very completely to the research subject and their parent/guardian exactly what will happen to the subject in the project. Questionnaires, sample tests, and so on MUST be given to the IRB and to the parent/guardian. If they approve, they sign with the date that they approve. (Before the experiment begins). 

If a photo is to be displayed, the participant signs and dates it when they give permission.

Vertebrate Animal Form (5A and 5B) 2 pages  Form 5A requires for all research involving vertebrate animals that is conducted in a Non-Regulated Research Site. (SRC approval required before experimentation.) Form 5A is filled out by the Student Researcher and describe the housing and care for the animals and expectations as to what will happen to the animals after experimentation. The bottom of the form is filled out by the supervisor or scientist and is signed and dated when they approve this project with these housing conditions PRIOR to experimenting. Form 5B is required for all research involving vertebrate animals that is conducted at a Regulated Research Site. (IACUC approval required before experimentation.) Form 5B is to be completed by the Qualified Scientist or Principal Investigator.

Potentially Hazardous Biological Agents Form (6A) This form is filled out by the Student Researcher with collaboration with Qualified Scientist/Designated Supervisor. Form 6A is required for all research involving microorganisms, rDNA and fresh/frozen tissue, blood and body fluids. SRC/IACUC/IBC approval required before experimentation. 

Human & Vertebrate Animal Tissue Form(6B) This form is filled out by the Student Researcher and explains the source of the tissue. The Qualified Scientist/Designated Supervisor must sign to show approval the use of this tissue and the date (before experimentation) that they approve. Form 6B is required for projects using fresh/frozen tissue, primary cell cultures, blood, blood products and body fluids. If the research involves living organisms, please ensure that the proper human or animal forms are completed. All projects using any tissue listed above, must also complete Form 6A.

Continuation Projects Form (7) This form is required for projects that are a continuation in the same field of study as a previous project. Form 7 must be accompanied by the previous year’s abstract and Research Plan. Explain as completely as possible how the project is different from previous experimentation because ONLY a new and different research project is allowed. (It can be based on previous research, but must be new and different research.) Repetition of previous experimentation with the exact same methodology and research question or increasing sample size are examples of unacceptable continuations. Date signed is the date the Student Researcher is certifying that this information is correct and that the current year Abstract displays that the work has been done only in the current year.

Abstract (Intel ISEF finalists must use the on-line system). Regional and local fairs use the Adobe® Acrobat® file listed above. The abstract is a summary written after experimentation that explains the project. The date signed is the date the student researcher certifies that the statements are correct.

Research Involving Vertebrate Animals

What is an animal care supervisor? What is a qualified scientist? What is a designated adult? These are fully explained in the Intel ISEF Rules Booklet available online at http://www.societyforscience.org/ISEF/about/rules_regulations.asp.
Forms required for non-regulated site for Research Involving Vertebrate Animals:

1. Checklist for Adult Sponsor (1)

2. Student Checklist (1A)

3. Research Plan

4. Approval Form (1B)

5. Qualified Scientist Form (2), when applicable

6. Vertebrate Animal Form (5A)

Forms required for regulated site for Research Involving Vertebrate Animals:

1. Checklist for Adult Sponsor (1)

2. Student Checklist (1A)

3. Research Plan

4. Approval Form (1B)

5. Regulated Research Institutional Form (1C)

6. Qualified Scientist Form (2)

7. Vertebrate Animal Form (5B)

The IRB Waiver of Written Informed Consent

The IRB may waive the requirement for documentation of written informed consent/assent/parental permission if the research involves only minimal risk and anonymous data collection and if it is one of the following:

a. Research involving normal education practices

b. Research on individual or group behavior or characteristics of individuals where the researcher does not manipulate the subjects’ behavior and the study does not manipulate the subjects’ behavior and the study does not involve more than minimal risk.

c. Surveys, questionnaires, or activities that are determined by the IRB to involve perception, cognition, or game theory and do NOT involve gathering personal information, invasion of privacy or potential for emotional distress.

d. Studies involving physical activity where the IRB determines that no more than minimal risk exists and where the probability and magnitude of harm or discomfort anticipated in the research are not greater than those ordinarily encountered in DAILY LIFE or during performance of routine physical activities.

If there is any uncertainty regarding appropriateness of waiving written informed consent/assent/parental permission, it is strongly recommended that documentation of written informed consent/assent/parental permission be obtained.

Research Involving Human Subjects

The use of human subjects in science projects is allowable under the conditions and rules in the following sections. Based on upon the Code of Federal Regulations (45 CFR 46), the definition of a human subject is a living individual about whom an investigator conducting research obtains (1) date or samples through intervention or interaction with individual(s), or (2) identifiable private information. These projects require IRB review and preapproval and may also require documentation of written informed consent/assent/parental permission. Examples of studies that are considered “human subjects research” requiring preapproval include:

· Subjects participating in physical activities (i.e., physical exertion, ingestion of any substance, any medical procedure)

· Psychological, educational, and opinion studies (i.e., surveys, questionnaires, tests)

· Studies in which the researcher is the subject of the research

· Behavioral observations

a. That involve any interaction with the observed individuals(s) or where the researcher has modified the environment (i.e., post a sign, place an object).

b. That occur in non-public or restricted access settings (i.e., day care setting, doctor’s office)

c. That involve the recording of personally identifiable information

· Data/record review projects that include data that are not de-identified/anonymous (i.e., data set that includes name, birth date, phone number or other identifying variables.)

Student Researchers must complete ALL elements of the Human Subjects portion of the Research Plan Instructions, #1 and evaluate and minimize the physical, psychological and privacy risks to their human subjects. See Risk Assessment available at http://www.mnsu.edu/sciencefair/school/rulejrsr.html
An Institutional Review Board (IRB) is a committee that evaluates the potential physical or psychological risk of research involving human subjects. An IRB at the school must consist of at least three members, and include an educator and an administrator, and a psychologist, medical doctor and/or a registered nurse. All proposed human research must be reviewed and approved by an IRB before experimentation begins. 

The Human Subjects Form is designed to protect the human research subjects and the Student Researcher. When students conduct research with human subjects, the rights and welfare of the participants must be protected. Most human subject studies require preapproval from an Institutional Review Board (IRB) and informed consent/assent from the research subject.

Exempt Studies

(Do not require IRB Preapproval or Human Subjects Paperwork)

· Some studies involving humans are exempt from IRB preapproval or additional human subjects forms. Examples of the exempt projects for Intel ISEF and affiliated fairs include the following:

· Testing of a student designed invention, program, concept, etc. where the feedback received is a direct reference to the product, where personal data is not collected and where the testing does not pose a health hazard. It is recommended that Risk Assessment Form (3) be completed.

· Data/record review studies (i.e., baseball statistics, crime statistics) in which the data are taken from preexisting data sets that are publicly available or published and do not involve any interaction with human subjects or the collection of any data from a human subject for the purpose of the student’s research project.

· Behavioral observations of unrestricted, public settings (i.e., shopping mall, public park) in which all of the following apply:

a. The researcher has no interaction with the individuals being observed

b. The researcher does not manipulate the environment in any way and
c. The researcher does not record any personally identifiable data.

· Projects in which the student receives the date in a de-identified/anonymous format which complies with both conditions below:

a. The professional providing the data must certify in writing that the data have been appropriately de-identified and are in compliance with all privacy and HIPAA laws and

b. During the final SRC review and approval process, the SRC must ensure that the data were appropriately de-identified by review of the written documentation provided by the supervising professional.

See the rules at http://www.societyforscience.org/ISEF/about/rules_regulations.asp
The following forms are required for Research Involving Human Subjects:

1. Checklist for Adult Sponsor (1)

2. Student Checklist (1A)

3. Research Plan

4. Approval Form (1B)

5. Human Subjects Form (4)

6. Regulated Research Institutional Form (1C) – when applicable

7. Qualified Scientist Form (2) – when applicable
Potentially Hazardous Biological Agents

(Includes rules involving microorganisms, rDNA, and human and vertebrate animal tissues)
Students in Grades 3-6 are not permitted to do research projects with potentially hazardous biological agents and/or pathogenic agents.

Hazardous Activities or Devices

(Includes firearms and explosives, radiation, lasers, etc.)

The following rules apply to research that involves the use of hazardous devices and activities. The rules include devices that are regulated by local, state, country, or international law, most often with restrictions of their use by minors such as firearms and explosives. Hazardous activities are those that involve a level of risk above and beyond that encountered in the student’s everyday life. Students at the elementary level are not permitted to work with any “Hazardous Chemicals”.
These rules are intended to protect the student researcher by ensuring that the proper supervision is provided and that all potential risks are considered so that the appropriate safety precautions are taken. Before beginning research involving hazardous activities or devices, be sure to check with your school and your local fair as more strict rules and guidelines may be in effect.
See pages 25-27 in the International Rules for Precollege Science Research: Gudelines for Science & Engineering Fairs – 2009-2010 at http://www.societyforscience.org/ISEF/about/rules_regulations.asp
The above link will provide Rules for ALL Projects Involving Hazardous Activities and Devices, Additional Rules for Specific Regulated Substances (i.e., Firearms and Explosives), and Guidance for Risk Assessment (i.e., Hazardous Devices, Radiation).
The following forms are required:
1. Checklist for Adult Sponsor (1)

2. Student Checklist (1A)

3. Research Plan

4. Approval Form (1B)

5. Regulated Research Institutional Form (1C) – when applicable

6. Qualified Scientist Form (2) – when applicable 

7. Risk Assessment Form (3)
8. Continuation Projects Form (7) – when applicable

