Los Angeles County Science and Engineering Fair

Research Plan for Experiments with Human Subjects

	Student(s) Name (Last, First)

	Student Home Phone No.


	School


	Site Science Fair Coordinator’s Name

 
	Site Coordinator Cell Phone Number



	School Mailing Address



	District



	Student Home Mailing Address



	Student Email



	Project Title



	I give permission for my child to conduct this Human Subject Project.

Parent Signature:  __________________________________________________________________________ Date: ________________________


GUIDELINES FOR RESEARCH USING HUMAN SUBJECTS AND SAFETY PRECAUTIONS
The Science Review Committee (SRC) of the Los Angeles County Science Fair does not allow experimentation or surveys using human subjects prior to the approval of this Research Plan.
There are federal regulations that must protect the rights and welfare of human subjects. Therefore, students must plan carefully before undertaking research that involves the use of human subjects in either behavioral or biomedical studies. This will protect subjects from unnecessary exposure to physical or psychological complications.

1.
All Research Plans/Questionnaires (Certification Form No. 601-068 for Junior Division or ISEF Certification Forms for Senior Division) involving human subjects must be received and approved by the Los Angeles County Science Fair Science Review Committee (SRC) before research begins. These pages must be attached to the project logbook when brought to the Fair.

2.
Human subjects research includes projects involving: (a) Human Subjects participating in physical activities (physical exertion, ingestion of any substance, any medical procedure), (b) Psychological and opinion studies (surveys, questionnaires, tests of any kind), (c) Behavioral observations, (d) Studies in which the researcher is the subject of the research.

3.
Confidentiality: When research activities involve collection of personal information (history of abuse, opinions, fingerprints, test scores, survey answers) or health related data (genetic material, blood, tissue), the student must consider risks related to invasion of privacy and possible breech of confidentiality.

4.
Student researchers may NOT publish or display information in a report that identifies the human subject directly or through identifiers linked to the subjects (including photographs), without written consent (see Sample Consent Form)
5.
The use of the Internet to obtain data for human subjects research is permissible. The Student Researcher and the Adult Sponsor must take additional care to ensure that survey responses remain confidential and informed consent is documented.

6.
A student may observe and collect data for analysis of medical procedures and medication administration only under the direct supervision of a qualified professional. The qualified professional must be named in the Research Plan.

Students are prohibited from administering medications and performing medical procedures on human subjects.

7. 
The Research Plan shall list objectives of the project and describe fully the methods and techniques involved (including planned use of anesthetics, drugs, thermal procedures, physical stress, organisms pathogenic to humans or other vertebrates, radiation, carcinogens or surgical procedures). When the use of electrical current, laser beams, sound stimuli or other artificial stimuli are an integral part of the project, it must not exceed the normal tissue tolerances for the species concerned, as indicated in the Biological Data Handbook, 2nd Edition; Editors, P.O. Altman and D.S. Dittmer; Publisher: Federation of American Societies for Experimental Biology.
8.
Written consent is required for all projects. Children/Minors (under 18 years old) participating in research will require consent of the parent/guardian.

9.
Once a study population is chosen, the student researcher must consider any potential physical and/or psychological risks when developing the Research Plan. The federal definition of minimal risk is as follows: No more than minimal risk exists when 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 performance of routine physical or psychological examinations or tests. Student researchers must be aware of the following:

Risk Groups:

Naturally at-risk groups include pregnant women, individuals with diseases such as cancer, asthma, diabetes, AIDS, cardiac disorders, psychiatric disorders, etc. Special vulnerable at-risk groups include: children/minors, prisoners or mentally disabled persons.

Risk Activities:

· Physical:

(a) Exercise other than ordinarily encountered in daily life by that subject.

(b) Eating or drinking of any substance or exposure to any potentially hazardous materials.

· Psychological:

(a) Any activity (survey, questionnaire, viewing of stimuli) or experimental condition that could potentially result in emotional stress.
10.
Students under the age of 21 are prohibited by federal and state law from using controlled substances in their research project. These substances include all forms of alcohol, explosive materials, tobacco and firearms. Any proposed changes in the Research Plan and Written Consent by the student after initial SRC approval must have subsequent SRC approval before such changes are made and before experimentation resumes.

HUMAN SUBJECT RESEARCH PLAN 
(Attach as separate pages)
1. Objective(s): (Your goals for the project – why is it important?)
2.
Problem: (in the form of a question) 
3.
Hypothesis (if applicable):  (IF I do this… THEN this will happen…)
4. 
Age range and gender (male or female) of human subjects; how many participants will be in the project (in both control and experimental groups: 

5. 
Risk Assessment: How will you make sure no humans will be harmed (physically or emotionally) by your experiment? 

6.
Where will the experiments/surveys be conducted? 

7. 
Bibliographic References (a minimum of 3 references, not exclusively Internet): 

8.
Procedure/Research Techniques: Provide a clear and detailed description/outline of your proposed procedure, including equipment to be used.  

Sample Consent Form for Projects using Human Subjects
Instructions to the Student:  For your project, a consent form such as the one below should be developed and submitted along with your research plan in consultation with your Site Science Fair Coordinator, Designated Supervisor or Qualified Scientist.  This form will provide information to your research subject (or parent/guardian) about your project and will document written informed consent, and/or parental permission. The form should be fully filled out, except for the bottom consent signatures.
SAMPLE Human Subject Consent Form 
(Submit your own version of this, on a separate page)
	Student(s) Name (Last, First)


	Student Home Phone No.



	School


	Site Science Fair Coordinator’s Name

 
	Site Coordinator Cell Phone Number



	District



	Student Email



	Project Title




I am asking for your voluntary participation in my science fair project.  Please read the following information.   If you would like to participate, please sign in the appropriate space below.

Purpose of the project: (What is your goal, why is your project important?)
If you participate, you will be asked to: (Explain in detail exactly what your participants will be doing)
Time required for participation: (Total time, per person, approximately. How many trials?  Time in between trials?)
Risks to you: (What MIGHT happen, both psychologically and/or physically? How will you reduce the risk?? How will you keep your participants safe? If you don’t know, look it up or ask your teacher.)
Benefits to you: (What do they get out of participating?  Think of REAL benefits – there is always something…)
Confidentiality of your name and any photos or videos of you will be maintained by: HOW EXACTLY WILL IT BE MAINTAINED? (Example: use #’s or letters to refer to subjects in reports or display – only the researcher will know real names; no recognizable photos on board…etc.)
If you have any questions about this study, feel free to contact: 

Name of Adult Sponsor (Site Science Fair Coordinator or Parent): (Fill this part in, including signatures)
Phone: ____________________________________________________________
Email: __________________________________________________________
Signature: ________________________________________________________
Date: ____________________________________________________________

For Participants and their Parent/Guardian to sign  (LEAVE THIS PART BLANK!!!)
I have read and understand the information above and I freely give my consent to participate or permission for my child to participate in this Human Subject Project.

Student Informed Consent




Date Reviewed & Signed: _____________________________________
Name of Student Research Subject: _______________________________
Signature: ______________________________________________________
Parental/Guardian Permission (if applicable)     

Date Reviewed & Signed: _____________________________________

Parent/Guardian Printed Name: __________________________________
Signature: ______________________________________________________
Certifications for Experiments with Human Subjects
(1) Certification by Student(s)

I certify that the experimental procedures used in this science fair follow the rules and regulations of the LACSEF.  I also certify that the procedures followed will ensure that neither the procedures nor the materials used constitute any known psychological or physical danger to Humans Subjects.
I understand that this form must be approved and signed by all parties BEFORE the project can begin, and I will comply with this regulation.
	Student Name


	Signature of Student


	Date Signed




(2) Certification by Teacher/Advisor 

I have read the research plan and agree to sponsor the named student and assume responsibility for compliance with the existing laws, rules and regulations pertaining to Human Subjects.

	Type or Print Name


	Signature of Teacher/Advisor


	Date Signed



	Name of Institution


	Position /Title



	Address of Institution


	Telephone No.




(3) Certification by Biomedical Scientist  (only if the project is conducted at a research facility)
I certify that I have reviewed and approved the Research Plan; that if the student or Designated Adult Supervisor is not trained in the necessary procedures, I will ensure his/her training.  I will assure the requirements of the California Education Code and Los Angeles County Science Fair regulations are fully met; that I will provide advice and supervision personally or through a Designated Adult Supervisor throughout the project; and, that I am a qualified scientist with working knowledge of the techniques to be used by the student in this research.

	Type or Print Name 


	Signature of Biomedical Scientist


	Date Signed



	Name of Institution


	Position/Title


	Earned Degree



	Address of Institution


	Telephone No.




(4) Certification by Designated Adult Supervisor (may also be parents) 
I certify that I have reviewed and understand the Research Plan and am familiar with the procedures and confidentiality issues to be used by the student.  I will provide direct supervision of the student for the project.

	Type or Print Name


	Signature of Designated Adult Supervisor


	Date Signed



	Name of Institution


	Position /Title



	Address of Institution


	Telephone No.




PAGE  
PAGE  
1
Research Plan: Human Subjects

Revised- May, 2014

