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1. PURPOSE:
1.1. This document sets forth the criteria by which human subject research conducted at the Lawrence Berkeley National Laboratory (LBNL) is evaluated and reviewed by the LBNL Human Subjects Committee (HSC) so as to ensure the protection of the rights and welfare of human subjects.  
2. REVISION HISTORY:

	Date  
	Revision No.
	Change
	Reference Section(s)

	01/15/10
	1.0
	 New Procedure Drafted
	  Not Applicable

	9/12/12
	1.1
	Reformatted, standardized terminology
	  All

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


3. 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 shared at conferences and 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 or identifiable biospecimens. 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 that could reveal details of their lives or other characteristics that could impact them.  Private information includes: 
3.3.1. 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;

3.3.2. 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.
3.3.3. Identifiable private information  is private information for which the identity of the subject is associated with the information or may readily be ascertained by the investigator. 
3.3.4. An identifiable biospecimen is a biospecimen for which the identity of the subject is associated with the biospecimen or may readily be ascertained by the investigator.
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.
3.6. Vulnerable subject: a subject potentially vulnerable to coercion or undue influence, such as children, prisoners,, individuals with impaired decision making capacity, or economically or educationally disadvantaged persons.  Certain circumstances may make some subjects situationally vulnerable (e.g., college students or employees) and certain groups may be vulnerable to group harms.
4. POLICY:

The policy of Lawrence Berkeley National Laboratory is to ensure:

4.1. 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. That before the HSC approves any human subjects research, it determines that all of the requirements for approval in ______.111(a)(1-7) and (b) are satisfied. 

5. PERSONS AFFECTED:

5.1. Human Subjects Committee (HSC)

6. RESPONSIBLITIES:
6.1. The HSC shall use the criteria outlined in section 7.0 (below) in evaluating human subjects research.

7. PROCEDURES:

7.1. Criteria for Approval: The HSC shall approve a research protocol only if the following criteria for approval are satisfied (see 7.2 – 7.7 for additional details): 
7.1.1. risks to subjects are minimized;

7.1.2. risks to subjects are reasonable in relation to anticipated benefits;

7.1.3. selection of subjects is equitable;

7.1.4. informed consent will be sought from each prospective subject or their legally authorized representative;

7.1.5. informed consent will be appropriately documented; 

7.1.6. when appropriate, the research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects;

7.1.7. when appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data; and

7.1.8. appropriate safeguards are included to protect vulnerable subjects.

7.2. Risks to subjects are minimized by using procedures that are consistent with sound scientific design and that do not unnecessarily expose subjects to risk, and whenever appropriate, by using procedures already performed on the subjects for diagnostic or treatment purposes.
7.3. Risks to subjects are reasonable in relation to anticipated benefits and the importance of the knowledge that is expected to result.  In evaluating risks, the HSC will consider only those risks and benefits that may result from the research (as distinguished from risks and benefits of therapies subjects would receive even if not participating in the research).  The HSC shall not consider possible long-range effects of applying knowledge gained in the research (for example, possible future effects of the research on public policy). The HSC shall carefully assess each risk and anticipated benefit of the study to determine if the benefits outweigh the risks and therefore justify the use of human subjects.
7.4. Equitable Selection of Subjects

7.4.1. While studies of a captive group of subjects, such as students, employees, prisoners, or hospitalized patients may be useful and desirable and can be conducted ethically, a scrupulous effort must be made to preserve the individual’s rights because of the possibility of coercion.

7.4.2. Studies in which the subjects are in the investigator’s own chain of supervision, e.g., the investigator’s students or staff, should undergo heightened scrutiny because of the potential for subtle coercion or undue influence that could be present in even the most harmonious relationships.

7.4.3. The HSC shall consider the following points when assessing equitable selection of subjects:

7.4.3.1. Does the research require or justify using the proposed study population?

7.4.3.2. Does the solicitation of subjects place a disproportionate share of risks, discomfort, and/or inconvenience on any single group of individuals?

7.4.3.3. Are women of childbearing potential eligible for participation;  if not eligible, is their exclusion justified?

7.4.3.4. Does the selection process overprotect potential subjects who may be considered vulnerable thereby denying them opportunities to participate in research?

7.4.3.5. Are payments to subjects reasonable in light of the complexities and inconveniences of the study and the particular subject population? 

7.4.4. In making these assessments, the HSC shall take into account the purposes of the research and the setting in which the research will be conducted. The HSC shall be particularly cognizant of the special problems of research involving vulnerable subjects, as defined in 3.6 above.

7.5. Informed consent shall be sought from each prospective subject or the subject’s legally authorized representative in accordance with, and to the extent required by ______.116 and institutional policies.   
7.5.1. ​General requirements for informed consent.  Except as provided in 7.5.3 (Waiver or alteration of consent) below, the informed consent process shall provide the potential subject or their legally authorized representative:
7.5.1.1. with sufficient opportunity to consider and discuss whether or not to participate, and shall minimize the possibility for coercion or undue influence;

7.5.1.2. Information in language that is understandable to the subject or their representative;

7.5.1.3. Information that a reasonable person would want to have in order to make an informed decision, and opportunity to discuss that information.
7.5.1.4. The informed consent process cannot include any exculpatory language through which the subject or their legally authorized representative waive or appear to waive any of the subject’s legal rights, or releases or appears to release the investigator, the sponsor, the institution, or its agents from liability for negligence.

7.5.1.5. Except for Broad consent as described in 7.5.3 below, informed consent must begin with a concise and focused presentation of the key information most likely to assist in the decision-making process and provide information in sufficient detail and 
7.5.1.6. Be organized so that it facilitates the subject’s or representative’s understanding of the reasons one might or might not want to take part.
7.5.2. Required elements of consent:
7.5.2.1. A statement that the study involves research, an explanation of the purposes of the research, how long participation will take, a description of the procedures, and the identification of any procedures which are experimental;

7.5.2.2. A description of any reasonably foreseeable risks or discomforts to the subject;

7.5.2.3. A description of any benefits to the subject or to society in general which may reasonably be expected from the research;

7.5.2.4. For protocols involving medical treatment, a disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject;

7.5.2.5. A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained;

7.5.2.6. For research involving more than minimal risk, an explanation as to whether any compensation and/or medical treatment is available in the case of a research-related subject injury;

7.5.2.7. An explanation of whom to contact and how for answers about the research and their rights as research subjects;
7.5.2.8. A statement that participation in research is voluntary;
7.5.2.9. A statement that refusal to participate involves no penalty or loss of benefits to which the subject is otherwise entitled, if applicable;

7.5.2.10. For any research that involves the collection of identifiable private information or identifiable biospecimens, one of the following statements:
(a) That identifiers might be removed from the information or biospecimens and, once deidentified, the information or biospecimens can be used for other research or distributed to other investigators without additional informed consent OR
(b) That the subject’s information or biospecimens will not be used for future research studies or distributed to others.
7.5.3. Additional elements of consent may be required as appropriate:
7.5.3.1. A statement that the research may involve risks to the subject (or to the embryo or fetus if the saubje is or may become pregnant) that are currently unforeseeable;

7.5.3.2. The circumstances under which a subject’s participating may be terminated by the researcher, regardless of the subject’s or their representative’s consent;

7.5.3.3. Any additional costs to the subject that may result from participation;

7.5.3.4. The consequences for early withdrawal from the study and procedures for how to withdraw;

7.5.3.5. A statement that subjects will be provided with any significant new findings developed during the course of the study that might affect their willingness to continue;
7.5.3.6. The approximate number of subjects involved in the study;

7.5.3.7. A statement that subjects biospecimens may be used for commercial profit and whether subjects can expect to share in any commercial profit.  (This statement applies even when identifiers are removed from biospecimens before distribution.);

7.5.3.8. A statement regarding whether clinically relevant research results, including individual research results, will be disclosed to subjects and under what conditions;

7.5.4.  whether the research will or might include the genetic sequencing of the specimen with the intent to generate the genome or exome sequence of that specimen. Broad consent for the storage, maintenance, and secondary research use of identifiable private information of identifiable biospecimens is permitted as an alternative  If the prospective subject or their legally authorized representative is asked to provide broad consent, the following shall be provided to each subject or their representative. (Note: If the subject or their representative declines to provide broad consent, the identifiable private information or identifiable biospecimen may not be approved for storage, maintenance, and/or secondary research with a waiver of consent.under 7.5.5.): 
7.5.4.1.  A description of any reasonably foreseeable risks or discomforts to the subject;
7.5.4.2. A description of any benefits to the subject or to society in general which may reasonably be expected from the research;

7.5.4.3. A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained;
7.5.4.4. A statement that participation in research is voluntary;

7.5.4.5. When appropriate, a statement that the subjects biospecimens may be used for commercial profit and whether or not the subject will be offered a share of any profit;

7.5.4.6. When appropriate, whether the research will or might include the genetic sequencing of the specimen with the intent to generate the genome of exome sequence of that specimen;
7.5.4.7. A general description of the types of research that may be conducted with the identifiable private information or identifiable biospecimen(s);

7.5.4.8. A description of the identifiable private information/biospecimen(s) that might be used in research, whether sharing of the material might occur, and the types of institutions that might conduct research with the material;

7.5.4.9. A description of the period of time that the identifiable private information/biospecimen(s) may be stored or maintained and used for research (which periods can be indefinite);

7.5.4.10. A statement that the details of specific research studies will not be shared with the subject or their legally authorized representative and a reminder that the material may be used for types of research the subject or their representative would not have consented to;
7.5.4.11. Unless it is known that clinically relevant research results will be disclosed to subjects in all circumstances, a statement that such results will not be disclosed to the subject;

7.5.4.12. An explanation of whom to contact for answers about the subjects’ rights and about storage and used of the subject’s identifiable biospecimens, and whom to contact in the event of a research-related harm.
7.5.5. ​ Alteration or waiver of consent.  The HSC may approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent; or which waives the requirement to obtain informed consent provided that the criteria set forth in __.116(c) or (d) are met. 

7.6. Informed consent will be appropriately documented, in accordance with, and to the extent required by ______.117 and institutional policies.
7.7. Privacy and Confidentiality Protections: Personally identifiable information collected during a study should be limited to information reasonably necessary for the conduct of the research.  During the course of a study, the highest standards should be observed with regard to honoring the privacy and maintaining the confidentiality of all personally identifiable information, including interviews, photographs, and other records concerning the subject. 
7.8. Study design: A human research study should be designed according to proper scientific principles.  Medical treatment or device studies should be preceded by adequate laboratory and/or animal studies. A study that will not yield valid data is unacceptable.
7.8.1. The LBNL HSC shall consider the following points when assessing study design: 

7.8.1.1. Has the rationale and basis for the study hypothesis been provided in the protocol description? 

7.8.1.2. Is the scientific design adequate to answer the research questions posed? 

7.8.1.3. Is the sample size (number of subjects) adequate?

7.8.1.4. Is the method proposed for selecting and assigning subjects to treatment groups unbiased?

7.8.1.5. Are the study endpoints and methods of data analysis appropriate for the study?

7.8.1.6. Have vulnerable subjects, including situationally vulnerable subjects, been identified in the protocol, and, if so, has the study incorporated suitable safeguards?

7.9. Cooperative Research  Cooperative research projects are those covered by __CFR __ that involve more than one institution. In the conduct of cooperative research, LBNL is responsible for safeguarding the rights and welfare of human subjects and for complying with this policy.  For research conducted in the United States and initiated after 20 January 2020, LBNL will either review or rely on the review of another IRB as designated by the federal sponsor of the research; or, for research not funded by a federal agency, will engage in joint review, rely on the review of another IRB, or make other arrangements for avoiding duplication of effort. 
Regulations: 

45CFR46

21CFR50
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