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	A.
Research on Children in School Settings


IRB review focuses on both the protocol and the conditions under which it is performed.  Conditions include consideration of the consent process, privacy, provision to enhance ability to either agree or refuse without stigma, who has access to information at the site and whether other rules or laws impact implementation of the study.  Conditions and implementation of protocols may vary site by site.

Research in schools rarely involves procedures that are high risk such as one might find in cancer research.  Most school-based research is low risk with almost no direct benefit to the individual.  In fact, one likely harm may come from being identified as having refused instead of having participated.  IRB analysis of risk reduction, risks and benefits and informed consent process and documentation must conform to this different circumstance.

Researchers are governed by rules attached to their funding or employment.  

Schools are governed by rules at the federal, state, and local levels a few of which have to do with research situations.  

This guidance presumes that the IRB is reviewing an approvable study and that the involvement of children has been adequately addressed; it concentrates only on the element of the school environment. 

	B.
Rules and Regulations and References


US Department of Education. The department has three primary regulations affecting research in the schools. (http://www2.ed.gov/about/offices/list/ocfo/humansub.html)


34 CFR 97 – These are the basic regulations about protection of human subjects.

If the research is funded by the Institute of Disability and Rehabilitation Research, and purposefully requires inclusion of children with disabilities or individuals with mental disabilities as research subjects, the IRB must have at least one person primarily concerned with the welfare of these research subjects.
34 CFR 98 - PPRA: The Protection of Pupil Rights Amendment (PPRA pronounced per-prah), a.k.a., “Student Rights in Research, Experimental Programs, and Testing”).

This act applies to programs and institutions that receive funding from the Department of Education regardless of how the study is funded.  There are provisions requiring parental rights to review materials.  

34 CFR 99 - FERPA: The Family Educational Rights and Privacy Act (FERPA) 

FERPA governs the release and access to student education records maintained by an educational institution. It contains provision for research access to Education Records covered by FERPA.  It governs all schools that receive any US Department of Education funding.
State Law:   

Few states have specific regulations on school-based research; please see the E&I State Law section.

District Rules

Some districts have a Research Committee or office that must be involved before initiation of a study and often require progress reports.  Two excellent resources are:

District of Columbia http://www.dc.gov/DCPS/About+DCPS/Strategic+Documents/Research+Requests
Los Angeles Unified School District http://notebook.lausd.net/portal/page?_pageid=33,136510&_dad=ptl&_schema=PTL_EP
Association for Accreditation of Human Research Protection Programs.  (AAHRPP)

           Elements I.5.A., II.3.E., III.2.C., III.2.D.
	C.
Additional Definitions Are Necessary


FERPA and PPRA are difficult to interpret without knowing how they use these words.

Student, except as otherwise specifically provided in this part, means any individual who is or has been in attendance at an educational agency or institution and regarding whom the agency or institution maintains education records. (FERPA)

Eligible student means a student who has reached 18 years of age or is attending an institution of postsecondary education.  (FERPA)

Student means persons not above age 21 who are enrolled in a program under PPRA who are not in post-secondary schools. (PPRA)

Children are persons enrolled in research not above the elementary or secondary education level, who have not reached the age of majority as determined under state law. (PPRA)

Record means any information recorded in any way, including, but not limited to, handwriting, print, computer media, video or audio tape, film, microfilm, and microfiche.

Education records means those records that are directly related to a student; and maintained by an educational agency or institution or by a party acting for the agency or institution.

Directory information means information contained in an Education Record of a student that would not generally be considered harmful or an invasion of privacy if disclosed. It includes, but is not limited to, the student's name, address, telephone listing, electronic mail address, photograph, date and place of birth, major field of study, dates of attendance, grade level, enrollment status (e.g., undergraduate or graduate; full-time or part-time), participation in officially recognized activities and sports, weight and height of members of athletic teams, degrees, honors and awards received, and the most recent educational agency or institution attended.

Personally identifiable information includes, but is not limited to: (a) The student's name; (b) The name of the student's parent or other family member; (c) The address of the student or student's family; (d) A personal identifier, such as the student's social security number or student number; (e) A list of personal characteristics that would make the student's identity easily traceable; or (f) Other information that would make the student's identity easily traceable.
Disclosure means to permit access to or the release, transfer, or other communication of personally identifiable information contained in education records to any party, by any means, including oral, written, or electronic means.

Research or experimentation program or project means any program or project in any research that is designed to explore or develop new or unproven teaching methods or techniques.

Instructional material includes teachers’ manuals, films, tapes or other supplementary instructional material, which will be used in connection with any research or experimentation program or project.  

Psychiatric or psychological examination or test means a method of obtaining information, including a group activity, that is not directly related to academic instruction and that is designed to elicit information about attitudes, habits, traits, opinions, beliefs or feelings [PPRA 98.4(c)(1)]; and

Psychiatric or psychological treatment means an activity involving the planned, systematic use of methods or techniques that are not directly related to academic instruction and that is designed to affect behavioral, emotional, or attitudinal characteristics of an individual or group. [PPRA 98.4(c)(2)];

	D.
FERPA and Research


FERPA is the school’s equivalent to HIPAA.  The purpose of FERPA is to protect all student and parent information maintained in a student’s Education Record.  The district is the arbiter of what can and cannot be released.  Although an IRB approval may be required by a district, it may not be sufficient for them if there are district requirements or if their work with the records is too time-consuming.

Disclosure of Directory Information without consent

FERPA allows schools to designate certain pieces of information as Directory Information and may disclose such information without consent.  FERPA requires that each student must have the opportunity to refuse to have information released.  This is often done with a parental disclosure at the beginning of the school year and it may take time to assimilate into a directory.  

Disclosure of De-Identified Information without consent

Education records may be released without consent if all Personally Identifiable Information has been removed.  If data cannot be linked to a student by the investigator, they are probably not personally identifiable.  Item (e) of the definition, personal characteristics, may make information identifiable when combined with a specific classroom or school; the combination of identifying fields must be examined.

Disclosure without Consent (section 99.31(a)(6))
FERPA allows schools to disclose Education Records without consent for 15 specific conditions but only one references studies.  The disclosure is made to “organizations conducting studies for, or on behalf of, educational agencies or institutions.”  The allowed purposes are to: (A) develop, validate, or administer predictive tests; (B) administer student aid programs; or (C) improve instruction.
Disclosure with Consent

FERPA allows disclosure if consent is given by a parent or guardian or an “eligible student”.

The consent form must be signed and dated.  It must specify the records to be disclosed, the purpose of the disclosure and the party or class of parties to whom the disclosure is to be made.  A parent or eligible study may request a copy of what was disclosed.  The signed and dated form may be electronic if the signature can be authenticated and indicates approval.

E&I suggests that consent information required under the basic IRB and children’s rules could incorporate this information relatively simply.  

Schools need affirmative proof of consent to release records so failure to return a consent form is equivalent to no consent.  

	E.
PPRA and Research


The original law was the Protection of Pupil Rights Amendment or PPRA.  The subsequent regulation is titled the “Student Rights in Research, Experimental Programs and Testing”.  For some reason the rule is commonly referred to as “Per-Prah” instead of SRREPT.  

For the purpose of applying this regulation it is essential to identify the status of the program.  PPRA governs research and experimental programs or projects in institutions receiving funding from the Department of Education. Evaluation of a non-research, non-experimental program would be limited to the evaluation materials only.

This regulation requires schools to make “instructional materials” used in connection with research or experimentation program or project available for inspection when used in connection with a Department of Education funded survey, analysis or evaluation in which their child is asked to participate.  

Materials used outside of research or experimentation – that are in programs or projects that are already standard – are not included under PPRA.  (One rule-of-thumb that provides a starting point in distinguishing whether a program is “experimental” is the query of whether the project or program was part of the curriculum last year or if it could be without the funding.)

The Eight Restricted Topics 

There are eight fields that are considered to be private and cannot be queried without prior consent.  The definition (above) suggests that these restrictions are within the area of psychiatric or psychological examination, testing or treatment however IRBs tend to consider these topics for all research and experimentation programs/projects surveys and tests.

Although refusal by parent or child is a right in any study, it is further specified in PPRA.  No student shall be required, as part of any program, to submit without prior consent to psychiatric examination, testing, or treatment, or psychological examination, testing, or treatment, in which the primary purpose is to reveal information concerning one or more of the following:

(1) 
Political affiliations;

(2) 
Mental and psychological problems potentially embarrassing to the student or his or her family;

(3) 
Sex behavior and attitudes;

(4) 
Illegal, anti-social, self-incriminating and demeaning behavior;

(5) 
Critical appraisals of other individuals with whom the student has close family relationships;

(6) 
Legally recognized privileged and analogous relationships, such as those of lawyers, physicians, and ministers; or

(7)
Religious practices, affiliations, or beliefs of the student or students’ parent. (added by No Child Left Behind in 2002)
(8) 
Income, other than that required by law to determine eligibility for participation in a program or for receiving financial assistance under a program.
	F.
School and/or District Agreements


The IRB requires an assurance from the school or district that they are in compliance.  Either of two methods is acceptable.  A letter or Memorandum of Assurance should be on district letterhead and should be signed by the superintendent or principal or appropriate institutional official.  Alternatively, E&I form 34 may be used.  We ask for specific items:

· Is the district aware that the proposed project is a research study?

· Has someone who knows district policy read the research proposal and agreed that the schools have the interest and resources to allow the procedures to be done at the schools?  Has this person determined whether there are any district approvals to be gained?

· Is the district in compliance with FERPA and have they reviewed the study with FERPA in mind?

· Is the district in compliance with PPRA and have they reviewed the study with PPRA in mind?

· A list of the districts and schools involved and a contact person at each site with contact information for that person.
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