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1.0 PURPOSE:

This procedure establishes the initial review process for human subjects research protocols submitted to the Human Subjects Committee (HSC) of the Lawrence Berkeley National Laboratory (LBNL).  The goal is to ensure the protection of the rights and welfare of human subjects participating in research conducted under the auspices of LBNL. The review process begins with the submission of a research protocol by the investigator to the HSC, continues with classification of the research into an exempt category or to review by either expedited procedures or the full committee, and ends with written communication of the HSC’s decision to the investigator.

2.0 REVISION HISTORY:

	Date  
	Revision No.
	Change
	Reference Section(s)

	1/15/10
	1.0
	New Procedure Drafted 
	Not Applicable

	9/5/2012
	1.1
	 Reformatted, standardized terminology
	All

	12/2018
	2.0
	Updated for consistency with the Revised Common Rule
	All


3.0 DEFINITIONS:

3.1. Research: a systematic investigation, including research development, testing, and evaluation, designed to develop or contribute to generalizable knowledge. Activities that meet this definition and do not fall under one of the exclusions at______.102(l)(1)-(4) constitute research for purposes of this policy whether or not they are conducted or supported under a program which is considered research for other purposes.  Exclusions: Journalism or collection of oral histories; public health surveillance activities; collection and analysis of data for criminal justice purposes; authorized operational activities for national security purposes as determined by the Department of Energy.
3.1.1. Systematic Investigation: a study or examination involving a methodical procedure or plan.
3.1.2.  Generalizable knowledge: results intended to be shared at conferences and in public forums, included in abstracts, or published in journals or other literature, outside the institution.
3.2. Human subject: a living individual about whom an investigator conducting research obtains: (1) information or biospecimens through intervention or interaction with the individual, , and uses, studies or analyzes the information or biospecimens or (2) Obtains, uses, studies, analyzes, or generates identifiable private information. In clinical research, a subject is someone who becomes a participant in research, either as a recipient of the test article or as a control.
3.2.1. Intervention includes both physical procedures by which data or biospecimens are gathered (e.g., venipuncture) and manipulations of the subject or the subject’s environment that are performed for research purposes.
3.2.2.  Interaction includes communication or interpersonal contact between investigator and subject.
3.3. Private information is information associated with individuals or groups of individuals and that could reveal details of their lives or other characteristics that could impact them.  Private information includes: 
3.3.1.1. Information that is observed or recorded about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place;

3.3.1.2. Information which has been provided for specific purposes by an individual and which the individual can reasonably expect will not be made public, e.g., a medical record or a utility bill);
3.3.1.3. Identifiable private information  is private information for which the identity of the subject is or may readily be ascertained by the investigator or associated with the information;
3.3.1.4. An identifiable biospecimen is a biospecimen for which the identity of the subject is or may readily be ascertained by the investigator or associated with the biospecimen.
3.4. Risk: The probability of discomfort, harm or injury (physical, psychological, social, or economic) occurring as a result of participation in a research study. Both the probability and magnitude of possible risks may vary from minimal to significant.
3.5. Protocol Lead Investigator:  The researcher with primary responsibility for conducting human subjects research under a specific protocol.
4.0 POLICY:

The policy of LBNL is to ensure:

4.1. The protection of the rights and welfare of human subjects in research conducted by, or under the supervision of, its faculty, staff, or students.
4.2. Compliance with the federal regulations that require that, in conducting the initial review of proposed research, an Institutional Review Board (IRB) such as the HSC obtain information in sufficient detail to make the determinations required under_______.111 (or 21 CFR 56.111 for FDA-regulated research) concerning  risks, potential benefits, informed consent, and safeguards for human subjects.

5.0 PERSONS AFFECTED:
5.1. Researchers conducting, leading, participating in, or overseeing human subjects research.  
5.2. The Human Subjects Committee (HSC)
5.3. Compliance Specialist(s) and other HARC Office staff
5.4. HSC members designated to serve as primary or secondary reviewers
5.5. Human Subjects
6.0 RESPONSIBLITIES:
6.1. Researchers shall comply with this policy. Protocol Lead Investigators (PLIs) shall apply to the HSC for approval or determination of exemption, as described in 7.1 (below); they shall also cooperate with the HSC review as described in 7.2

6.2. The HSC shall comply with this policy and follow the initial review procedure described in 7.0 (below)

6.3. The HSC Compliance Specialist who processes the initial application shall assess the protocol to verify that it is complete, and request information from the PLI to complete the application if needed.  Once complete, the application shall be assigned to the agenda of the next available HSC meeting and a primary reviewer shall be designated.  A secondary reviewer may also be designated for some studies. In making these assessment and assignments, the Compliance Specialist shall consult with the Chair, Vice Chair, or other members as needed.
6.4. Members designated as Primary or Secondary reviewers shall familiarize themselves with the application in advance of the meeting, may contact the PLI or others for more information as needed, and will present the protocol in the convened session.  The Primary reviewer should complete a consent form checklist, if applicable to the study.  Primary and secondary reviewers receive advance notice of their designation and access to the protocol.   Assigned primary reviewers unable to complete their reviews or who have a conflict of interest should contact the HARC office promptly to request that the protocol be reassigned. 
7.0 PROCEDURES:

7.1. LBNL investigators who plan to conduct research involving human subjects are required to submit an application describing their proposed research to the LBNL HSC prior to the initiation of any research activity under the protocol. No intervention or interaction with human subjects in research, including recruitment, and no collection of data about or samples from human subjects, may begin until an investigator’s application to conduct human subjects research has received LBNL HSC approval or determination of exemption.
7.2. The receipt of a complete protocol is the first step in HSC review.  Deadlines, ancillary reviews, and approval requirements should be carefully considered and planned in advance. At the time protocol materials are received, all documents will be examined for compliance with submission requirements. An HSC Compliance Specialist also will perform a preliminary review of the protocol and may contact the Principal Investigator directly with questions or comments prior to the initial HSC review. The Investigator must respond to staff comments and questions before the protocol application is distributed and reviewed by the HSC. 

7.3. PLIs wishing to have a study reviewed must submit through the Human/Animal Research Protocol (HARP) system, including:

7.3.1.1. A completed HARP protocol smartform;
7.3.1.2. Proposed Informed Consent Document(s);
7.3.1.3. Copies of the Company Protocol, if sponsored by a for-profit entity;
7.3.1.4. The Investigator’s Brochure or equivalent safety information for any investigational drugs or devices;  
7.3.1.5. If research is being conducted in collaboration with an assured partner institution, evidence of Institutional Review Board (IRB) approval from the entity;
7.3.1.6. Surveys, questionnaires, scripts, diaries, and all other subject contact instruments, if applicable;
7.3.1.7. For studies involving minors in school settings, an approval letter from the School Principal or School District Office;
7.3.1.8. Advertisements, flyers, and notices used to recruit subjects;
7.3.1.9. The names and qualifications of all individuals engaged in research under the protocol;
7.3.1.10. A statement on financial disclosures related to the human subjects research under review, and financial disclosure documentation as appropriate
7.3.1.11. Any other material requested by the HSC Compliance Specialist  or the Committee in the course of their review.
7.4. HSC Review

7.4.1. For full Committee review, all HSC members will receive access through the HARP system to all the materials filed for a given protocol.   In cases of expedited review, the HSC designated Reviewer will access via an e-mail link to the HARP system.  The agenda will be distributed by HARC staff as far in advance of the meeting as practicable. 
7.4.2. All members attending a meeting are expected to review all applications before voting on them.  
7.4.3. Members unable to attend a meeting may not vote in absentia, but may submit comments for consideration at the meeting through the HARP Reviewer Note system.

7.4.4.  Federal regulations specify criteria for HSC review and approval (see HSC-2010-002, “Criteria for Approval of Human Subjects Research”). HSC members must apply these criteria when conducting their review.
7.4.5. As part of initial approval of a study, the HSC shall determine the risk level.
7.4.6. As part of the initial approval of a study, the HSC or designated reviewer shall determine and document the reason(s) for the frequency of continuation review:
7.4.6.1. For full review protocols, whether the risk to subjects, the vulnerability of the subject population, or other factors merit a continuation review period of less than one year;
7.4.6.2. For expedited review protocols, whether Department of Energy reporting or other factors merit a periodic continuation review, and, if so, what that review period shall be;
7.4.6.3. For studies determined to be exempt from the regulations under one or more of the provisions at __CFR   .104(d), this determination is understood to include exemption from continuation reviews
.
7.4.7. Communications with researchers regarding Committee decisions shall be in writing through the HARP system.
Regulations: 
45 CFR 46.111
21 CFR 56.111



�Justification for why LBNL will not do continuing reviews on exempt studies.
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