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About the Oklahoma Human Services Institutional Review Board (DHSIRB)
The purpose of the DHSIRB is to protect the rights and welfare of human participants involved in research, and to assist the investigator and the institution in a mutual obligation to comply with all applicable federal, state, and local laws, rules, and regulations including internal Oklahoma Human Services (OKDHS) policies, with respect to the research participants and investigators. DHSIRB is guided by the ethical principles regarding research involving human subjects set forth in the report of the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research entitled Ethical Principles and Guidelines for the Protection of Human Subjects of Research or the Belmont Report.
The DHSIRB operates under Part 46 of Title 45 of the Code of Federal Regulations (45 C.F.R. 46) and applicable state laws. Unless the research meets the criteria for review exemption, DHSIRB reviews research and evaluation programs involving:  (1) direct interaction between the investigator and the research subject; (2) any research or evaluation program intended to contribute to generalized knowledge; and (3) the collection of protected information for research analysis and/or program evaluation.
An investigator proposing to initiate a research project involving the use of human participants must submit Form 20AD085E, DHSIRB Application and Instructions, and all required documents to DHSIRB for review. DHSIRB reviews the application and determines its approval status. Per agreement between DHS and the federal government (Federal Wide Assurance # 00023598), an investigator is prohibited from initiating any research project prior to receiving DHSIRB approval.
The following guidelines will assist you in completing and submitting the application. DHSIRB approval in no way implies or guarantees access to DHS data. The information included below is not exhaustive. Refer to Oklahoma Administrative Code (OAC) 340:2-39-5 through OAC 340:2-39-13 for more information.
If you have questions regarding this document or the application process, contact the DHSIRB administrator at DHS.IRB.Application@okdhs.org for further information. 
Definitions
Children – persons under 18 years of age.
Cognitively impaired – a person with:
a psychiatric disorder, such as psychosis, neurosis, personality or behavior disorders;dementia;a developmental disorder, such as mental retardation affecting cognitive or emotional functions to the extent that capacity for judgment and reasoning is significantly diminished; ora compromised ability to make decisions in his or her best interest, such as: persons under the influence of or dependent on drugs or alcohol;those suffering from degenerative diseases affecting the brain;terminally ill patients; andpersons with severely disabling physical handicaps.Confidentiality – the treatment of information an individual discloses in a relationship of trust with the expectation that it is not divulged to others in ways inconsistent with the understanding of the original disclosure without permission.
Demonstration project – a deliberately small in scale and limited in scope project, usually with a short project cycle.
Human subject/participant – an individual about whom an investigator, whether a professional or a student, conducting research obtains:
data through intervention or interaction with the living individual; or identifiable private information. DHSIRB extends the definition to include deceased individuals about whom an investigator conducting research obtains identifiable private information.Informed consent – a person's voluntary agreement, based upon adequate knowledge and understanding of relevant information, to participate in research or to undergo a diagnostic, therapeutic, or preventive procedure. 
Investigator – a scientist or scholar with primary responsibility for the design and conduct of research.
Minimal risk – the probability and magnitude of harm or discomfort anticipated in the proposed research are not greater, in and of themselves, than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests per 45 C.F.R. § 46.102(i). For example, the risk of drawing a small amount of blood from a healthy individual for research purposes is no greater than the risk of doing so as part of routine physical examination.
Principal investigator (PI) – the research investigator who is ultimately responsible for assuring compliance with applicable federal, state and local laws, rules, and regulations and the conduct of the research.
Privacy – having control over the extent, timing, and circumstances of sharing one’s self physically, behaviorally, or intellectually with others.
Research subject – an OKDHS employee, client and/or patient:
who is voluntarily participating as a human subject in a research project;who is voluntarily participating in a survey or interview conducted as part of a research or program evaluation project; and/orwhose protected information is disclosed to and used by an investigator during a research or program evaluation project.  The words "subject" and "participant" are used interchangeably.Risk – the probability of harm or injury whether physical, psychological, social, or economic occurring as a result of participation in research. Both the probability and magnitude of possible harm may vary from minimal to significant.
Research Review Category Definitions
Exempt -  DHSIRB does not review activities that do not involve the disclosure of protected information to non-OKDHS staff and do not involve greater than minimal risk. Also, research involving human subjects in one or more of the following categories is exempt from DHSIRB review:
research conducted in established or commonly accepted education settings involving normal educational practices;research involving the use of educational tests, such as cognitive, diagnostic, aptitude, and achievement or survey procedures, interview procedures, or observations of public behavior unless:  (1) information obtained is recorded in such a manner that human participants can be identified, directly or through identifiers linked to the study participants; and (2) any disclosure of the human participants' responses outside of the research could reasonably compromise the participants' financial standing, employability, or reputation;research involving the use of educational tests, such as cognitive, diagnostic, aptitude and achievement or survey procedures, interview procedures, or observations of public behavior that are not otherwise exempt when:  (1) the human participants are elected or appointed public officials or candidates for public office; or (2) federal statute requires, without exception, that the confidentiality of the personally-identifiable information is maintained throughout the research and thereafter;research involving the collection or research study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that participants cannot be identified, either directly or through identifiers linked to the participants;research and demonstration projects conducted by, or subject to, the approval of department or agency heads, and designed to research, evaluate, or otherwise examine:  (1) public benefit or service programs; (2) procedures for obtaining benefits or services under those programs; (3) possible changes in or alternatives to those programs or procedures; or  (4) possible changes in methods or levels of payment for benefits or services under those programs. Exemptions do not apply to research involving vulnerable subjects, such as prisoners, pregnant women, fetuses, children, or cognitively impaired persons.
Expedited -   DHSIRB may use an expedited procedure to review research that presents no more than minimal risks to participants and research appears in the list of categories published as a Notice, in the Federal Register, per 63 C.F.R. 60364 – 60367. Additionally, an expedited review may be used when:
minor changes were made to previously approved research during the period of one year or less for which approval is authorized;enrollment of new subjects is permanently closed and no additional risks were identified, all subjects completed all research-related  interventions, and the research remains active only for long-term subject follow-up; and/orremaining research activities are limited to data analysis.The principal investigator is responsible for the timely submission of a continuation application to DHSIRB. Proposals reviewed under the expedited procedure may be approved, conditionally approved, or referred for full DHSIRB review when not approved is proposed. Research may be disapproved only after a full DHSIRB review.
Full review -   Proposals are reviewed at regularly scheduled DHSIRB meetings. Proposals reviewed under the full procedure are assigned to one of four categories:
Approved – Research is approved as submitted. Investigators whose proposals are approved may begin work immediately. The approval date is the date of the DHSIRB meeting date. The approval is valid for one year unless the committee designates a shorter period based on the risks of the research.Conditionally-approved – Research is conditionally approved until investigators comply with items identified by DHSIRB for final approval. The specified changes and/or additional information required are not structural in nature. A letter describing the concerns of the committee is sent to the investigator. The letter clarifies that the research may not begin until DHSIRB issues a letter of approval. Investigators have 90-calendar days from the day they are notified about the conditionally-approved research to respond. When response is not received during that period of time, investigators must resubmit the entire application. A DHSIRB approval letter is sent to the investigator when the response is approved. At that time, research may begin. The DHSIRB approval date is the date of the original meeting when the conditionally-approved determination was made. DHSIRB approval is valid for one year unless the committee designates a shorter period based on the risk of the research.Deferred – DHSIRB does not have enough information to make a determination. Investigators whose proposals receive a deferred decision must resubmit the entire application to address the required changes. A letter describing the determination is sent to the investigator. A deferred decision is reviewed as a new submission.Not approved – The magnitude and/or number of concerns is such that conditional approval is not appropriate. The investigator is notified of the opportunity to respond to DHSIRB in writing or in person regarding the determination. Investigators whose work is not approved cannot conduct the research or resubmit proposals. The investigator is not advised to resubmit disapproved research without consulting DHSIRB. In the event of a resubmission, the DHSIRB submission is given a new number and addressed as a new submission.
Continuing Review
All research is subject to DHSIRB review until the research is completed, when analysis of data ended and reports were written. Approval for a research project is valid for no more than one year. Requests to continue beyond a one-year period must be submitted. Usually, re-review and re-approval of research occurs on or before the one-year anniversary of the initial DHSIRB approval date. 
The principal investigator is responsible for the timely submission of a continuation application to the DHSIRB that previously reviewed the protocol.
Research protocols that initially required full DHSIRB review and did not complete data collection generally require full DHSIRB review for continuation. The review takes place at a convened DHSIRB meeting and action on the research must be approved by a majority of the members present. 
Research protocols initially approved as exempt need to submit a request for continuation when the research extends beyond the approval period.
Research protocols that initially required full DHSIRB review, that completed data collection, and are in the process of analyzing data, may be reviewed using the expedited process. Research protocols  initially reviewed using the expedited process may be re-reviewed using the expedited process when the degree of risk associated with the research has not changed.
A continuation request must include a: 
request to continue the research project;copy of all currently-approved informed consent forms when subjects are still involved; brief report on the status of the research project including: the protocol’s progress to date; the reasons to continue the research; plans for the next approval period; a description of any adverse events or unanticipated problems involving risks to participants or others; a discussion of the number of refusals, withdrawal of participants from the research, or complaints about the research; a summary of any recent literature; findings obtained thus far; andmodifications to the research.
Submission
Action on proposals is usually taken within two months of submission of a completed Form 20AD085E DHSIRB Application and Instructions. All submissions must occur no less than 14-calendar days prior to the next regularly scheduled meeting, which occurs the first Tuesday of each month. 
An initial assessment of the submission will determine whether or not it contains all supporting documents, is exempt from review, meets the requirements for an expedited review, or requires a full DHSIRB review. Assigned DHSIRB members reviewing the submission may contact the investigator with questions regarding the submission. Investigators are notified in writing of DHSIRB decisions, including explanation when applicable, within 14-calendar days of DHSIRB action. 
Appeal Process
DHSIRB is an autonomous entity. There is no mechanism for an appeal of DHSIRB decisions. Principal investigators may request reconsideration of a DHSIRB decision regarding a research protocol. The request must be submitted in writing and include pertinent information relative to the decision. The reconsideration is accomplished in the manner described for initial review. Upon reexamination and reconsideration of its actions, the decision of the DHSIRB is final.
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