	LAWRENCE LIVERMORE NATIONAL LABORATORY

INSTITUTIONAL REVIEW BOARD

Application to Involve Human Subjects in Research (HSR-2)
	[image: image1.png]





Application to Involve Human Subjects in Research (HSR-2)
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Completed application packets should be submitted to the Lawrence Livermore National Laboratory (LLNL) Institutional Review Board (IRB) Office at least three weeks before the next scheduled IRB meeting. Please see the IRB Web site at: https://irb.llnl.gov for dates of regularly scheduled meetings. All of our forms are downloadable from our Web site.

Any questions regarding submission of a new protocol to the LLNL’s IRB should be addressed to the IRB Office. Investigators may call the Office at (925) 422-0260, or e-mail Ann Marie B. Dake, IRB Senior Administrator, at dake1@llnl.gov. The Office is located in Building 155, Room 1108, L-code 235.

	A.  General Information:

	Principal Investigator:  


	Study Title:  


	Submission Date:  



B.  Abstract:   
Please respond to the following four (4) questions. Your response should be no more than 750 words long. IMPORTANT: Information provided in this abstract will be forwarded to the Department of Energy (DOE) to satisfy LLNL’s annual reporting requirements. DOE will make it available to the public through the DOE web site. Therefore, confidential or classified material should not be included in this abstract. It must be written in non-technical language for the lay reader and provide an overview of the project.

1.
What is the scientific context of the study and why are human subjects used in this research?  
2. What hypotheses are being tested? 
3. A brief description of the experimental design, how the study will be conducted, and human subject 
involvement. 
4.
Provide a brief description of the procedures involving human subjects. Describe risks and benefits associated with the study as well as any privacy/confidentiality issues. 
C.  Purpose, Methods, and Procedures: 
Describe in detail the purpose, research methods, and procedures of the study. As appropriate, provide information on previously published research on the topic and cite references. 


D.  Collaborators and IRB Involvement at Other Institutions (if applicable): 
List collaborators at other institutions (if applicable) and their specific roles in the study. Provide details of the flow of samples, devices, human subjects information and data among the collaborators. List other IRBs involved and the status of their reviews.  Include copies of the IRB reviews, approvals, and consent forms.

E. Subject Selection: 
Indicate how many subjects will be included in the study. Explain how they will be recruited, where recruitment will occur, and the time frame for recruiting subjects. When vulnerable populations are involved, describe why they are necessary. Provide criteria for the exclusion or inclusion of potential subjects, and justification for the exclusion of any groups on the basis of age, sex, ethnicity, or social or economic factors.


F. Health Insurance Portability and Accountability Act of 1996—HIPAA

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
Is protected health information (PHI) being obtained from a covered entity (a provider who bills health insurers, clearinghouse, or a health insurer)?


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
Does the study involve the provision of healthcare in a covered entity?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If the study involves the provision of healthcare, is a health insurer or billing agency being contacted for billing or eligibility?

If you answered “YES” to any of the questions above, you are subject to HIPAA.

If the PHI is being accessed at LLNL and this is your first continuing review after the HIPAA implementation date of April 14, 2003, please see the HIPAA Worksheet for additional information.
Please indicate below what PHI is involved and how PHI is being used or disclosed in this study and provide copies of the following: 

1.
Subject Authorization. 

2.
IRB-approved Waiver of Authorization. 

3.
Use of limited data set and data use agreement. The IRB must approve the limited data set and have a 
copy of the data use agreement on file prior to approval of study.

4. 
Other (please explain).  



G.  Risks: 
Describe any potential physical, psychological, social or legal risks to subjects. Assess the likelihood and seriousness of those risks. If the methods of research create potential risks, describe other methods, if any, that were considered and why they will not be used. Address procedures for maintaining privacy and confidentiality during the recruitment and study period as well as after the study has been completed.


H.  Benefits: 
Describe the anticipated benefits of the research to the individual subjects, to the particular group or class from which the subject population is drawn. If there is no direct benefit to the subject, state so. Describe what, if any, societal/scientific benefits can be expected from the study.


I.  Risk/Benefit Ratio: 
Assess the relative weights of the study’s risks and benefits.


J.  Compensation or Costs to Subjects: 
If the investigation involves the possibility of added expense to the subject or to a third party, such as an insurer (e.g., longer hospitalization, extra laboratory tests, or travel), indicate how this is justified. If there is compensation for unpleasant or risky procedures, provide details of that compensation. For research carrying more than minimal risk, provide information regarding what, if any, medical treatment or compensation will be available to the subject if s/he is injured as a result of participating in this study.


K.  Disclosure of Personal and Financial Interest In the Research Study and/or Sponsor: 
The investigator must disclose any personal and financial interests in the research as well as the extent of personal and financial interest in the sponsor. 

L.  Obtaining Informed Consent: 
Describe the setting in which the consent process will take place. Include a complete list of individuals (include title) who will obtain written informed consent. Any person designated to obtain consent must be fully knowledgeable of all details of the protocol and be able to answer any questions from subjects, such as risks or alternative treatments and therapies. If the investigator is requesting a waiver from obtaining informed consent, or any of the required elements of informed consent, justification must be provided.


M.  Research Personnel:  
Include a complete list of all key research personnel involved in the conduct of this study. The list should include name, title, and qualifications of each researcher. All key personnel must complete the IRB’s Web-based Human Subjects Research Tutorial located at: http://www-training.llnl.gov/wbt/hc/ HS0035/HSR01.html. The IRB will not review a study until all key personnel have completed the human subjects research tutorial or have received equivalent training at a collaborating institution.  Documentation of equivalent training must be included with the application.


Additional Requirements:  In general, applications to involve human subjects in research will include this form plus the following documents. Please indicate whether these documents are included in the application packet.


Yes
No

 FORMCHECKBOX 

 FORMCHECKBOX 

Request for Review: Each Application to Involve Human Subjects in Research must be submitted to the IRB Office along with a Request for Review (HSR-1). The HSR-1 must be signed and dated by the principal investigator.


 FORMCHECKBOX 

 FORMCHECKBOX 

Consent Form: A copy of the consent form must be submitted as part of the application packet. If human subjects’ contact occurs at LLNL, the LLNL principal investigator must develop an appropriate consent form. (Investigators are strongly encouraged to review “Guidelines for Developing a Consent Form, “available at the IRB Web site, prior to developing a consent form.) If human subjects contact occurs at a collaborating institution, the investigator must include a copy of the collaborator’s consent form in the application packet. A consent form must be signed and dated by the subject prior to their participation in the research activity. 


 FORMCHECKBOX 

 FORMCHECKBOX 

Grant Application: One copy of the entire grant application is required to be submitted.


 FORMCHECKBOX 

 FORMCHECKBOX 

If the study falls under HIPAA regulations, please include the HIPAA Worksheet and/or HIPAA compliant forms.


 FORMCHECKBOX 

 FORMCHECKBOX 

Experimental Subjects Bill of Rights: This form is available on the IRB Web site. A copy of the Bill of Rights must be given to each subject prior to consent. 

Special Requirements: Please review this list carefully and indicate whether any of the following items apply to this research protocol. If so, note whether the required documentation is included in the application packet.


Included in Packet
Yes
No

 FORMCHECKBOX 

 FORMCHECKBOX 

Investigational devices—complete and attach the SR/NSR Determination Form (HSR-6).


 FORMCHECKBOX 

 FORMCHECKBOX 

Investigational drugs—a copy of the IND letter from FDA.


 FORMCHECKBOX 

 FORMCHECKBOX 

Interviews (phone or in person) —attach script.


 FORMCHECKBOX 

 FORMCHECKBOX 

Surveys/questionnaires—attach surveys and/or questionnaires.


 FORMCHECKBOX 

 FORMCHECKBOX 

Advertisements, press releases, or bulletin board announcements—attach proposed notice(s).


 FORMCHECKBOX 

 FORMCHECKBOX 

Ionizing radiation/radioactive materials use (including radio-labeled compounds)—attach RDRC documentation and approval letter from collaborating institution.


 FORMCHECKBOX 

 FORMCHECKBOX 

Toxic or other potentially harmful agents—attach independent dose assessment letter.


 FORMCHECKBOX 

 FORMCHECKBOX 

Other relevant documents.

	Principal Investigator’s Signature: 

	Signature
Date
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