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Central Department of Energy Institutional Review Board

IRB PROTOCOL TEMPLATE
INSTRUCTIONS:
Please use the below template for completing your IRB protocol
Depending on the nature of what you are doing, some sections may not be applicable to your research. If so mark as “NA”
For any items described in the sponsor’s protocol, grant, contract, or other documents submitted with the application, you may reference the title and page numbers of these documents. If you reference page numbers, attach those pages to this protocol. Limit attached pages to those referenced in this protocol
When you write a protocol, keep an electronic copy. You will need to modify this copy when making changes.
Protocol Title
[bookmark: _GoBack]	     

Objectives
	Describe the purpose, specific aims, or objectives.  State the hypotheses to be tested. 
	     

Background
Describe the relevant prior experience and gaps in current knowledge.  Describe any relevant preliminary data.  Provide the scientific or scholarly background for, rationale for, and significance of the research based on the existing literature and how will it add to existing knowledge.
     

Inclusion and Exclusion Criteria
	Describe the criteria that define who will be included or excluded in your final study sample.  Indicate specifically whether you will include or exclude each of the following special populations:
Adults unable to consent
Individuals who are not yet adults (infants, children, teenagers)
Pregnant women
Prisoners
Students/Employees.
	     
Recruitment Methods
	Describe when, where, and how potential subjects will be recruited.  Describe the methods that will be used to identify potential subjects.  Describe materials that will be used to recruit subjects.
	      

Study Timelines
	Describe time expected to enroll subjects, duration of subject participation, and planned study completion date.
	     

Study Endpoints
Describe the study endpoints.  Describe any primary or secondary safety endpoints.
     

Procedures Involved
	Describe and explain the study design including research procedures being performed and a description of how safety of subjects will be ensured and risks minimized. Describe the source records that will be used to collect data about subjects. In IRB7, attach all surveys, scripts, and data collection forms.
	     

Data and Specimen Banking
	If data or specimens will be banked for future use, describe:
· where the specimens will be stored
· length of storage
· how the specimens will be accessed
· who will have access to the specimens
· data to be stored
· procedures to release data.
     

Data Management
	Describe the data analysis plan, including any statistical procedures.    Describe any procedures that will be used for quality control of collected data.
If PII is collected, the following items must be addressed:
1. Keeping PII confidential
2. Releasing PII, where required, only under a procedure approved by the responsible IRB(s) and DOE
3. Using PII only for purposes of this project
4. Handling and marking documents containing PII as “containing PII or PHI”  
5. Establishing reasonable administrative, technical, and physical safeguards to prevent unauthorized use or disclosure of PII
6. Making no further use or disclosure of the PII except when approved by the responsible IRB(s) and DOE, where applicable, and then only under the following circumstances: (a) in an emergency affecting the health or safety of any individual; (b) for use in another research project under these same conditions and with DOE written authorization; (c) for disclosure to a person authorized by the DOE program office for the purpose of an audit related to the project; (d) when required by law; or (e) with the consent of the participant/guardian
7. Protecting PII data stored on removable media (CD, DVD, USB Flash Drives, etc.) using encryption products that are Federal Information Processing Standards (FIPS) 140-2 certified
8. Using passwords to protect PII used in conjunction with FIPS 140-2 certified encryption that meet the current DOE password requirements cited in DOE Guide 205.3-1
9. Sending removable media containing PII, as required, by express overnight service with signature and tracking capability, and shipping hard copy documents double wrapped
10. Encrypting data files containing PII that are being sent by e-mail with FIPS 140-2 certified encryption products
11. Sending passwords that are used to encrypt data files containing PII separately from the encrypted data file, i.e. separate e-mail, telephone call, separate letter
12. Using FIPS 140-2 certified encryption methods for websites established for the submission of information that includes PII
13. Using two-factor authentication for logon access control for remote access to systems and databases that contain PII.  (Two-factor authentication is contained in the National Institute of Standards and Technology (NIST) Special Publication 800-63 Version 1.0.2 found at: http://nvlpubs.nist.gov/nistpubs/SpecialPublications/NIST.SP.800-63-2.pdf
14. Reporting the loss or suspected loss of PII immediately upon discovery to:  1) the DOE funding office Program Manager or, if funded by a DOE laboratory, the DOE laboratory Program Manager; and 2) the DOE Human Subjects Protection Program Manager, SC-23, and the NNSA Human Subjects Protection Program Manager, NA-SH.  If the above individuals are unreachable, immediately notify the DOE-CIRC (1-866-941-2472, by FAX:  at 702-932-0189, or by e-mail at:  circ@jc3.doe.gov).  For additional information, see:  http://energy.gov/cio/office-chief-information-officer/services/incident-management/jc3-incident-reporting
15. Classified projects that use PII must also comply with all requirements for conducting classified research.  
     

Provisions to Monitor the Data to Ensure the Safety of Subjects
	All projects should include provisions to monitor data and ensure safety of subjects.
	Depending on the sponsor, and/or whether a study is FDA regulated, greater than minimal risk research may require a more formal approach to data safety monitoring.
 	     

Withdrawal of Subjects
	Describe procedures to be followed when subjects withdraw from the research – voluntary or involuntary, including partial withdrawal from procedures with continued data collection, including orderly termination.
	      

Risks to Subjects
	List the reasonably foreseeable risks, discomforts, hazards, or inconveniences to the subjects related to participation in the research. Consider physical, psychological, social, legal, and economic risks.  If applicable, describe risks to others who are not subjects.
	     

Potential Benefits to Subjects
	Describe the potential benefits that individual subjects may experience from taking part in the research including the probability, magnitude, and duration of the potential benefits.  Indicate if there is no direct benefit. Do not include benefits to society or others. 
	     

Vulnerable Populations
If the research involves individuals who are vulnerable to coercion or undue influence, describe additional safeguards included to protect their rights and welfare.  If the research involves:
· pregnant women, review “CHECKLIST: Pregnant Women (HRP-1412)” 
· neonates of uncertain viability or non-viable neonates, review “CHECKLIST: Neonates (HRP-1413)” or “HRP-1414 – CHECKLIST: Neonates of Uncertain Viability (HRP-1414)” 
· prisoners, review “CHECKLIST: Prisoners (HRP-1415)” 
· persons who have not attained the legal age for consent to treatments or procedures involved in the research (“children”), review the “CHECKLIST: Children (HRP-1416)”
· cognitively impaired adults, review “CHECKLIST: Cognitively Impaired Adults (HRP-1417)” 
· DOE workers as vulnerable subjects –Section 10 CFR Part 745.111(b) states: “When some or all of the subjects are likely to be vulnerable to coercion or undue influence…additional safeguards have been included in the study to protect the rights and welfare of these subjects.”  DOE considers this section to be applicable to all DOE and contractor employees.

     

Multi-Site Research
	If this is a multi-site study where you are the lead investigator, describe the processes to ensure communication among sites, such as:
All sites have the most current version of the protocol, consent document, and HIPAA authorization
All required approvals have been obtained at each site (including approval by the site’s IRB of record)
All modifications have been communicated to sites, and approved (including approval by the site’s IRB of record) before the modification is implemented
All engaged participating sites will safeguard data as required by local information security policies
All local site investigators conduct the study appropriately
All non-compliance with the study protocol or applicable requirements will be reported in accordance with local policy.
Describe the method for communicating to engage participating sites:
Problems
Interim results
The closure of a study
     
Community-Based Participatory Research
	If applicable, describe involvement of the community in the design and conduct of the research. 
	     

Sharing of Results with Subjects
	Describe whether results (study result, individual subject results, or incidental findings) will be shared with subjects and if so, describe how.
	     

Setting
Describe the sites or locations where your research team will conduct the research.
Identify where your research team will identify and recruit potential subjects
Identify where research procedures will be performed
Describe the composition and involvement of any community advisory board
For research conducted outside of the organization and its affiliates describe:
Site-specific regulations or customs affecting the research for research outside the organization
Local scientific and ethical review structure outside the organization.
     
Resources Available
Describe the qualifications (e.g., training, experience, oversight) of you and your staff as required to perform their role. When applicable describe their knowledge of the local study sites, culture, and society. Provide enough information to convince the IRB that you have qualified staff for the proposed research.
Describe other resources available to conduct the research: For example, as appropriate:
· Justify the feasibility of recruiting the required number of suitable subjects within the agreed recruitment period. For example, how many potential subjects do you have access to? What percentage of those potential subjects do you need to recruit?
· Describe the time that you will devote to conducting and completing the research
· Describe your facilities
· Describe the availability of medical or psychological resources that subjects might need as a result of an anticipated consequences of the human research
· Describe your process to ensure that all persons assisting with the research are adequately informed about the protocol, the research procedures, and their duties and functions.

     

Prior Approvals
	Describe any approvals that will be obtained prior to commencing the research. (E.g., school, external site. funding agency, laboratory, radiation safety, or biosafety approval.)
	     

Recruitment Methods
· Describe when, where, and how potential subjects will be recruited
· Describe the source of subjects
· Describe the methods that will be used to identify potential subjects
· Describe materials that will be used to recruit subjects. (Attach in IRB7 copies of these documents. For advertisements, attach the final copy of printed advertisements. When advertisements are taped for broadcast, attach the final audio/video tape. You may submit the wording of the advertisement prior to taping to preclude re-taping because of inappropriate wording, provided the IRB reviews the final audio/video tape.)
· Describe the amount and timing of any payments to subjects.
     

Local Number of Subjects
	Indicate the total number of subjects to participate locally
	If applicable, distinguish between the number of subjects who are expected to be enrolled and screened, and the number of subjects needed to complete the research procedures (i.e., numbers of subjects excluding screen failures.)
	     

Confidentiality
If this is a multisite study, describe the local procedures for maintenance of confidentiality.
Where and how data or specimens will be stored locally?
How long the data or specimens will be stored locally?
Who will have access to the data or specimens locally?
Who is responsible for receipt or transmission of the data or specimens locally?
How data and specimens will be transported locally?
     
Provisions to Protect the Privacy Interests of Subjects
	Describe the steps that will be taken to protect subjects’ privacy interests. “Privacy interest” refers to a person’s desire to place limits on with whom they interact or to whom they provide personal information.
	Describe what steps you will take to make the subjects feel at ease with the research situation in terms of the questions being asked and the procedures being performed. “At ease” does not refer to physical discomfort, but the sense of intrusiveness a subject might experience in response to questions, examinations, and procedures.
	Indicate how the research team is permitted to access any sources of information about the subjects.
	     

Compensation for Research-Related Injury
Describe the available compensation in the event of research related injury. 
     

Economic Burden to Subjects
	Describe any costs that subjects may be responsible for because of participation in the research. 
	     

Consent Process
Indicate whether you will you be obtaining consent, and if so describe:
Where will the consent process take place
Any waiting period available between informing the prospective subject and obtaining the consent
Any process to ensure ongoing consent
Describe:
The role of the individuals listed in the application as being involved in the consent process
The time that will be devoted to the consent discussion
Steps that will be taken to minimize the possibility of coercion or undue influence
Steps that will be taken to ensure the subjects’ understanding.
Subjects who are Non-English Speaking or Hearing or Visually Impaired 
Describe the process to ensure that the oral and written information provided to those subjects is clearly communicated.
Waiver or Alteration of Consent Process (consent will not be obtained, required information will not be disclosed, or the research involves deception)
Applicable only for minimal risk research (or in the case of deception research, that piece of the research must be minimal risk)
Review the “CHECKLIST: Waiver or Alteration of Consent Process (HRP-1410)” 
If the research involves a waiver the consent process for planned emergency research, please review the “CHECKLIST: Waiver of Consent for Emergency Research (HRP-1419).”
Subjects who are not yet adults (infants, children, teenagers)
Describe the process that will be used to determine whether a prospective subject has attained the legal age for consent to treatments or procedures involved in the research under the applicable law of the jurisdiction in which the research will be conducted
Describe how you determined the jurisdiction and legal age for consent for each treatment/procedure involved 
Describe whether parental permission will be obtained from:
Both parents unless one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child
One parent even if the other parent is alive, known, competent, reasonably available, and shares legal responsibility for the care and custody of the child
Describe whether permission will be obtained from individuals other than parents, and if so, who will be allowed to provide permission. Describe the process used to determine these individuals’ authority to consent to each child’s general medical care
Indicate whether assent will be obtained from all, some, or none of the children. If assent will be obtained from some children, indicate which children will be required to assent
When assent of children is obtained describe whether and how it will be documented.
Cognitively Impaired Adults
If applicable, describe the process to determine whether an individual is capable of consent.
Adults Unable to Consent
If applicable, list the individuals from whom permission will be obtained in order of priority. (durable power of attorney, court appointed guardian, etc.)
Describe the process for assent of the subjects.
	     
Process to Document Consent in Writing
	Describe the consent process.  If research is minimal risk, is a waiver of consent, alteration of consent, or a waiver of written documentation of consent being requested?  If so, why?   Use “TEMPLATE CONSENT DOCUMENT (HRP-1502)”to create the consent document or script. If requesting a waiver of written documentation, use “CHECKLIST: Waiver of Written Documentation of Consent (HRP-1411).”  
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