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LBNL SHORT PROTOCOL NARRATIVE FORM
	Instructions:  Complete all applicable sections of this form.  (If requesting Exempt Status, see instructions on Exempt Request form).  Please type, using a different font than the one in this form.  Handwritten or incomplete forms will be returned.  Use language that is clear, concise, and non-technical wherever possible, and define all acronyms. For renewals or amendments, highlight all changes from the previously approved version on one copy.   A grant proposal or thesis will not be accepted in place of a protocol written according to this format. 


	Principal Investigator:
	Bernice XXX,  PhD

	Protocol Title:
	“Title”
	HSC #:
	

	Related LBNL
	Title:
	PI’s last name, first, PhD “title”  
	HSC #:
	

	Project(s)?
	Title:
	     
	HSC #:
	     


SECTION 1: PURPOSE AND BACKGROUND OF STUDY
· Purpose: Provide a brief explanation of the proposed research, including specific study hypothesis, objectives, and rationale.
· Background: Give relevant background (e.g., summarize previous/current related studies) on condition, procedure, product, etc. under investigation, including citations (with attached bibliography) if applicable.
     
· International research:  If research will be done outside the U.S., see CPHS Guidelines on Conducting Research Abroad—Demonstrating Knowledge of “Local Research Context.”
     
· Collaborative research: If any non-LBNL institutions or individuals are collaborating in the research, discuss here an, for new applications or changes, complete LBNL Cover Sheet, Part IV, attaching any relevant IRB approvals.


Berkeley Lab’s part in this research will be limited to the genomic (or other) analysis of samples collected under:


PI’s last name, first initial, degree  “title”  , IRB #, Institution; Inst. Location

This protocol was approved:  date of most recent approval;  Expiration: date

PI’s last name, first initial, degree  “title”  , IRB #, Institution; Inst. Location

This protocol was approved:  date of most recent approval;  Expiration: date

PI’s last name, first initial, degree  “title”  , IRB #, Institution; Inst. Location

This protocol was approved:  date of most recent approval;  Expiration: date
The Institution holds federal-wide assurance of compliance ### from the United States Public Health Service’s Office for Human Research Protections (OHRP).  
The University of California, San Francisco holds federal-wide assurance of compliance #A00000068 from the OHRP. (for example)
SECTION 2: QUALIFICATIONS OF STUDY PERSONNEL

· Expertise: Explain expertise of Principal Investigator, any co-investigators or other key personnel listed in the application, and how it relates to their specific roles on the study team.

PI’s name, PhD has 10 years of experience in the preparation and genomic (or other) analysis of tissue samples, which is her/his primary role in this project.
· Training:  See LBNL Cover Sheet, Part VI
SECTION 3: SUBJECTS (Persons/Records/Specimens)
· Eligibility:  Describe proposed subject population, including criteria for study inclusion and exclusion (e.g., age, health status, language).  If any inclusion/exclusion criteria are based on gender, race, or ethnicity, explain rationale for the restrictions.  Indicate how, when, and by whom prospective subjects will be identified and eligibility determined (provide fuller discussion of recruitment, screening, and consent process in Sections 4-6). Describe randomization or other assignment method for intervention and control groups.
.     
· Number:  State total number of subjects planned for the study and how many must be recruited to obtain this sample size. Explain how number of subjects needed to answer the research question was determined.
Berkeley Lab will receive approximately ## samples each year.
· Vulnerable Subject Groups:  Indicate whether any proposed subjects are children/minors, prisoners, pregnant women, those with physical or cognitive impairments, or others who are considered vulnerable to coercion or undue influence.
            
SECTION 4:  RECRUITMENT
· Summary:  Explain how, where, when, and by whom prospective subjects will be identified/selected and approached for study participation.  NOTE: If researcher is subject’s instructor, physician, or job supervisor, or if vulnerable subject groups will be recruited, explain what precautions will be taken to minimize potential coercion or undue influence to participate.
Not applicable; no local recruitment of subjects.
SECTION 5:  SCREENING PROCEDURES
· Summary:  If prospective subjects will be screened via tests, interviews, etc., prior to entry into the “main” study, explain how, where, when, and by whom screening will be done.  NOTE: Consent must be obtained for screening procedures as well as “main” study procedures. As appropriate, either: 1) create a separate “Screening Consent Form;” or 2) include screening information within the consent form for the main study (see Section 6).
Not applicable; no local recruitment of subjects.
· Identifiable Personal Information:  Indicate if identifiable personal information will be obtained as part of the screening process.  (Confidentiality issues should be addressed in Section 11).

Not applicable; all samples received at LBNL will be coded and subjects will be anonymous to the Berkeley Lab researchers.
SECTION 6:  INFORMED CONSENT
· Summary:  Explain how, where, when, and by whom informed consent and/or assent will be obtained.  NOTE: If any vulnerable subject groups/other special circumstances are involved (e.g., use of surrogate consent), address considerations appropriately.
Subjects are consented at the Institution, or the Institution and are specifically told of the DNA analysis.  
· Consent Materials:  Describe any consent/assent form(s) to be used, and attach copies.
Copies of the consent forms from the collaborating institutions are attached.  Please accept the local consent forms as approved.
· Request for Waiver of Consent:  If you are requesting waiver of any of the required elements of informed consent, or waiver of documented consent, or waiver of parental consent or child’s assent, provide justification and describe plans for any additional safeguards.
Use of the collaborating institution’s consent form may constitute a waiver or alteration of the Berkeley Lab Human Subjects Committee’s standard consent form language.  A waiver is justified in this instance because:

--The research is minimal risk; 

--The waiver would not affect the rights and welfare of the subjects, since they have already knowingly consented to participate in a format meeting the criteria of their locale; and 

--The research cannot be practicably carried out without the waiver.

SECTION 7:  STUDY PROCEDURES
· Summary:  Describe how the research will be conducted, providing information about all study procedures (e.g., interventions/interactions with subjects, randomization, photographing, audio- and/or videotaping, data collection), including follow-up procedures. (Screening procedures should be discussed in Section 5).
Be sure to make clear what the sequence of study procedures is (i.e., describe in chronological order).

Berkeley Lab’s part in this research will be limited to the genomic (or other) analysis of coded DNA obtained from blood samples collected by the 1st Institution, 2nd Institution and 3rd Institution collaborators.  LBNL will also receive data identifying the subject’s ______. (for example: gender, age, weight,  blood pressure.
The list institutions protocols call for the collection of a single or multiple  amount fasting blood sample (or other DNA containing sample) from each subject.  Subjects will also be asked to give a complete health history and have their height, weight, and other measured. 

The results of the Berkeley Lab analysis will be shared with the collaborating researchers at the institutions where the samples were collected.  The results will not be used to guide treatment.  The individual results of the Berkeley Lab analysis will be shared with the subjects from Institutions as specified in Institution’s protocol and consent forms.  Individual results will/will not be shared with the subjects from Institutions.

· Study Personnel, Location, Time: Explain who will conduct the procedures, where and when they will take place.  Indicate frequency and duration of visits/sessions, as well as total time commitment for the study.
All sample collection takes place at the collaborating institution; please see attached protocols.
· Experimental vs. Standard Procedures:  Identify any procedures that are experimental/ investigational and explain how they differ from standard procedures (medical, psychological, educational).  If applicable, distinguish between procedures that the subject would undergo regardless of enrollment in the study and procedures done specifically for study purposes.

All sample collection takes place at the collaborating institution; please see attached protocols.
· Deception:  This includes both “active deception” (deliberately giving false information about study purpose and/or procedures to subjects) and “lack of full disclosure” (withholding complete information about the study from subjects.)  If any type of deception will be used, explain what it will entail, why it is justified, and what the plans are to debrief subjects.  Also, attach debriefing forms(s)/materials. 
Not applicable.
· Drugs/Devices:  If study involves an experimental drug or device, complete IND/IDE information on LBNL Cover Sheet. Describe any study drug here, including generic and/or chemical name, how it is supplied (e.g., powder, capsule, liquid), administration method and schedule, etc.
Not applicable; all research procedures take place at the collaborating institution, please see attached protocols.
· Placebo:  If placebo will be used, provide rationale and explain why active control is not appropriate.
Not applicable; all research procedures take place at the collaborating institution.
· Data Collection Instruments:  If interviews, questionnaires, surveys, or focus groups will be conducted for the study, provide citations for standard instruments and attach 1 copy of any non-standard instruments to be used.

Not applicable; all research procedures take place at the collaborating institution; please see attached protocols.
· Identifiable Personal Information:  Indicate if identifiable personal information will be obtained from/about subjects.  (Confidentiality issues should be addressed in Section 11).

All samples are received already coded.
SECTION 8:  RISKS/DISCOMFORTS

· Summary: Describe all known risks, discomforts, and/or side effects of study procedures, whether physical, psychological, or social (e.g., pain, stress, invasion of privacy), noting probability and magnitude of potential harm.  Include risks of randomization and placebo if applicable.
Risks associated with the collection of small quantities of blood/ other tissue include ___ (for example: local discomfort, bruising, and a slight chance of infection).  The risks to the list Institutions’ subjects are not increased by the involvement of Berkeley Lab researchers in the analysis phase of the project.
SECTION 9:  BENEFITS

· Summary:  Describe any potential benefits to the individual subject, group of subjects, and/or society.

If subjects will not benefit directly from study procedures, this should be stated. NOTE: Do not include compensation/ payment of subjects in this section, as remuneration is not considered a “benefit” of participation in research (compensation/ payment should be addressed in Section 12).

There is no direct benefit to the subjects.  Benefits to society may include better methods for early assessment of ____ (for example: cardiac disease risk).
SECTION 10:  ALTERNATIVES TO PARTICIPATION

· Summary:  Describe appropriate alternative resources, procedures, courses of treatment, if any, that are available to prospective subjects.  If there are no appropriate alternatives to study participation, this should be stated.  If the study does not involve treatment/intervention, put “N/A” here.

N/A
SECTION 11:  CONFIDENTIALITY

NOTE:  See CPHS Data Security Policy before completing this section.
· Summary:  Explain how subject privacy will be protected and how confidentiality of subject information will be maintained.
Example: Samples will be coded before their shipment to Berkeley Lab, and the Berkeley Lab team will not have access to the code key or any identifying information about the subjects.  Berkeley Lab will receive data on age, gender, and blood pressure, and diagnosis for each subject.
At Berkeley Lab, samples will be stored ________.  Data received with the samples and that generated from the analysis will be kept ___________ and sent back to the collaborating institutions ________________.
· Access to/Security of Study Records:  Discuss who will have access to study records/specimens and how the records will be secured.  Address all applicable points below:
· Will subjects be asked to give permission for release of identifiable data (e.g., information, videotapes), now or in future?  If so, explain here and include appropriate statements in consent materials.
Not applicable; all research procedures take place at the collaborating institution.
· Will data be collected anonymously (i.e., no identifying information from subjects will be collected/ recorded that can be linked to the study data)?  (NOTE:  Data is not collected anonymously if there is a code linking it to personally identifiable information).
Data is not collected anonymously at the collaborating institution, but is provided to Berkeley Lab without identifiers.
· If using existing data/biological specimens, will the researchers have access to a code linking the data to personally identifiable information?

Berkeley Lab researchers will not have access to the code key.
· If identifying information will be collected and linked to data/specimens, explain at what stage identifiers will be removed from the data/specimens.
Data is provided to Berkeley Lab without identifiers.
· If identifiers will be retained, explain why this is necessary and how confidentiality will be protected.
     
· If the data is coded, explain where the key to identifiers will be stored, how it will be protected, and who will have access to it.
The key will be retained at the collaborating institutions; please see attached protocols.
· Indicate whether research data/specimens will be destroyed at the end of the study.  If data will not be destroyed, explain why, where, in what format, and for how long it will be retained.
Samples remaining at Berkeley Lab will be ________ (destroyed, stored indefinitely…) when the research is completed.
· Explain how data collection instruments, audiotapes, videotapes, photographs, etc. will be stored and who will have access to them.  Indicate at what point they will be transcribed and/or destroyed (if ever).
Not applicable.
NOTE: The LBNL does not require that researchers destroy their human subjects data at the completion of their research.  Whenever appropriate, researchers may retain study data for future use/ other research purposes as long as they make provision in the protocol and consent documents for such use.  Researchers must spell out in the protocol how confidentiality will be maintained vis-à-vis long-term storage of data and/or granting of access to other researchers, and the consent forms must clearly ask subjects for permissions in this regard.
· HIPAA:  If any of the study data sources are covered entities under HIPAA (Health Insurance Portability and Accountability Act), explain what arrangements have been made to comply with the Privacy Rule regarding subjects’ “protected health information.” (See CPHS website for HIPAA guidance).
Not applicable; no PHI will be sent to Berkeley Lab.
· Reportable information:  If it is reasonably foreseeable that the study will collect information which state or federal law requires to be reported to other officials (e.g., child or elder abuse) and/or ethically requires action (e.g., suicidal ideation), discuss here and reference reporting requirements in consent documents.

Not applicable
· Certificate of Confidentiality:  In certain circumstances, researchers may plan to protect research records from subpoena by seeking a Certificate of Confidentiality (http://grants.nih.gov/grants/policy/coc/index.htm). If a Certificate of Confidentiality will be sought for this study, indicate here and reference in consent documents.
Not applicable.
SECTION 12:  FINANCIAL CONSIDERATIONS

· Compensation/payment:  Describe plan for compensation of subjects by addressing points below.  If no compensation will be provided, this should be stated.
Not applicable; no subject interactions are carried out at Berkeley Lab.
SECTION 13:  ADVERSE EVENT MANAGEMENT/REPORTING
· Explain how unanticipated negative outcomes/experiences or serious adverse events will be managed.  (NOTE: This may apply in social-behavioral as well as biomedical research (e.g., undue stress or anxiety of subject, breach of confidentiality via loss of laptop computer with study data.)  Provisions should be made and described here if applicable.)
Not applicable; no subject interactions are carried out at Berkeley Lab.
· Describe plans for provision of treatment for study-related injuries, and how costs of injury treatment will be covered (see “Treatment and Compensation for Injury” above).

Not applicable; no subject interactions are carried out at Berkeley Lab.
· Discuss plans for reporting unanticipated or serious adverse events to LBNL (see LBNL adverse events).  (This applies to all types of research.) 
Not applicable; no subject interactions are carried out at Berkeley Lab.
SECTION 14:  ATTACHMENTS

· Please list all attachments (e.g., consent forms, survey instruments, recruitment materials, appendices) included with your submission.
Attached are copies of the protocol and consent forms from the list Institutions and proof of approval from the respective Institutional Review Boards.
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