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IRB STANDARDS
Based on the Declaration of Helskini




GENERAL PRINCIPLES:
Standard 1.  All research puts the health and welfare of the participant as its first consideration (Principle 3).  Therefore, any and all research has been analyzed and found not to jeopardize the health or welfare of the participants due to their participation in the study, neither by giving the experimental treatment nor by withholding the experimental treatment for either the control group or for the group receiving the treatment.
Standard 2.  It is the duty of the researcher to promote and safeguard the health, well-being and rights of participants involved in research (Principles 4 and 9).  Therefore, the researchers agree that they hold full responsibility to determine the safety of this study and do not assume that the participants have determined its safety independently, but rather rely on the researchers.  In the case that during the course of the study, it becomes known that a risk to the health of the participants or control participants may have arisen due to their participation in the study, either through the treatment or through the withholding of the treatment, the researchers agree to inform the participants and control participants of their finding and give them the choice of continuing with the study or, in the case of control participants, be given the treatment, rather than remain in the control group.
Standard 3.  The primary purpose of mental health research involving human subjects is to understand the causes, development and effects of various problems and improve preventive, diagnostic and therapeutic interventions (methods, procedures and treatments… [I]interventions must be evaluated continually through research, as needed, for their safety, effectiveness, efficiency, accessibility and quality   (Principle 6).  Therefore, each study’s goal will include a statement specifying 
(1) which aspect or aspects of this purpose the research will fulfill (i.e., understanding, prevention, diagnosis and / or therapeutic intervention),; 
(2) how this study adds to or clarifies previous research of this aspect; 
(3) how the researchers have evaluated their study for its safety, effectiveness, efficiency, accessibility and quality; 
(4) how the researchers will monitor their study throughout, if appropriate, for its safety, effectiveness, efficiency, accessibility and quality.
Standard 4.  It is the duty of those who are involved in research to protect the life, health, dignity, integrity, right to self-determination, privacy and confidentiality of personal information of research participants.  Therefore, each research proposal will include a section outlining how it plans to protect the subjects in each of these areas, as relevant to the study.
Standard 5.  [R]esearch involving human subjects must be conducted only by individuals with the appropriate ethical and scientific education, training and qualifications.  Therefore, all research groups must include a licensed mental health professional with graduate or post-graduate formal training and clinical experience in the area of research.  If a researcher has only clinical experience or formal training but not both, s/he needs to explain to the IRB how s/he plans to compensate for the lack.  
Standard 6.  Appropriate compensation and treatment for subjects who are harmed as a result of participating in research must be ensured (Principle 15).  Therefore, research proposals must include a section delineating the specific compensations as well as documentation of the availability of such compensation, should the need arise.
Standard 7. Because the Trauma Institute & Child Trauma Institute is a USA-based organization led by a psychologist, the relevant Ethical Guidelines of the American Psychological Association will also be relied upon for matters of detail or interpretation of this IRB’s guidelines.
RISKS, BURDENS AND BENFITS
Standard 8.  All research must be preceded by careful assessment of predictable risks and burdens to the individuals and groups involved in the research in comparison with foreseeable benefits to them and to other individuals or groups affected by the condition under investigation (Principle 17).  Therefore, each proposal must include:
 (1)  A statement of both foreseeable benefits and predictable risks and burdens to potential participants;
(2)  An analysis of why the researchers believe that the benefits outweigh the risks based on previous research or other objective measure;
Standard 9.  When risks are found to outweigh the potential benefits or when there is conclusive proof of definitive outcomes, researchers must assess whether to continue, modify or immediately stop the study (Principle 18).  Therefore, 
(1) Each proposal must include a specific plan of analyzing data at specified points throughout the study, or must explain why it would not be necessary or appropriate to do this;
(2) Researchers must agree to report any findings to the IRB which suggest that the risks are outweighing the benefits as well as to (temporarily) suspend the research, if appropriate, until the IRB determines that it is not against the participants’ best interest to continue the study;
(3) Researchers must agree to modify their study in the participants’ best interest, based on the guidance of the IRB after it has reviewed and analyzed the data.

SCIENTIFIC REQUIREMENTS AND RESEARCH PROTOCOLS
Standard 10.  Research must be based on a thorough knowledge of the scientific literature, and other relevant sources of information (Principle 21).  Therefore, each proposal must include a review of this literature as well as an explanation of how this particular research would fit into this body of research.
Standard 11.  The protocol should contain a statement of the ethical considerations involved and how these Standards have been addressed (Principle 22).  Therefore, the protocol should include information regarding
Funding, Sponsors, Institutional affiliations, and/or other Potential conflicts of interest
Incentives for participants
Information regarding provisions for treating and / or compensating participants who were harmed as a consequence of participation in the research study
Specific and practical arrangements for post-trial provisions, including debriefing.


RESEARCH ETHICS COMMITTEES
Standard 12.  The ethics committee (IRB) must have the right to monitor ongoing studies (Principal 23).  Therefore,
(1)  The researcher must provide monitoring information to the committee at the intervals agreed upon by the researcher and the IRB.  The designated member(s) of the IRB will review this information within a timely manner so as to protect the welfare of the research participants.
The IRB has the right to ask for data at any point, not only at the agreed-upon intervals.
Researchers must include all relevant outcomes in the final analysis and conclusion.
(2)  The researcher must provide to the IRB any and all information about any serious adverse events as soon as it becomes known to him or her.  The researcher must not wait until the next scheduled review, but rather must present the information immediately upon knowledge.  
Any research study that fails to do so will be temporarily suspended while the IRB evaluates when and whether it may continue, even if it is later shown that no harmful effects occurred.  Rather, it is the breach of ethics which causes research to be suspended until the researchers regain the trust of the IRB that they will comply with these Standards. 
(3)  No amendment to the protocol may be made without consideration and approval by the committee.
(4)  After the end of the study, the researchers must submit a final report to the committee containing a summary of the study’s findings and conclusions. This can be a copy or pre-print of the published report.
Standard 13.  If any of these Standards needs to be modified or changed, or any additional Standards need to be included,
(1) The IRB will do so as soon as it becomes aware of this need and 
(2) The IRB will apply these additional or modified standards to whatever research studies are currently being conducted, as appropriate, as well as to all future approved studies.

INFORMED CONSENT
Standard 14.  No individual capable of giving informed consent may be enrolled in a research study unless he or she freely agrees.  This informed consent should be given in writing (Principles 25 and 26).
When seeking informed consent for participation in a research study, the researcher must be particularly cautious if the potential participant is in a dependent relationship with the researcher or may consent under duress (Principles 27 and 31).  Therefore, the potential participant must be assured that his / her treatment by the researcher is in no way lessened and be given written information on contacting the IRB should the potential participant believe that his / her treatment has been compromised by his / her unwillingness to participate in the study.
Standard 15.  Each potential participant must be informed both in writing and verbally in language that s/he can understand of the following (Principle 26):
Aims and methods of the research
Sources of funding
Any possible conflicts of interest
Institutional affiliations of the researcher
Anticipated benefits and potential risks of the study
The discomfort it may entail
Post-study provisions
Any other aspects of the research which affect the participant directly or indirectly
USE OF PLACEBO
Standard 16.  The benefits, risks, burdens and effectiveness of a new intervention must be tested against those of the best proven interventions (s), except in any of the following circumstances (Principle 33):
Where no proven intervention exists, the use of placebo or no intervention is acceptable;
The researchers submit a compelling and scientifically-sound argument that the use of any intervention less effective than the best proven one or the use of a placebo is either in the participant’s best interest or in the best interest of the research and can demonstrate that no harm will come to the participant by virtue of participation in the research;
The researchers include a method to continually monitor whether the use of less than the best proven intervention or placebo is indeed not causing any harm to the subjects.  In the case that harm is found, this result will immediately be reported to the IRB for further guidance. 

POST TRIAL PROVISIONS
Standard 17.  Researchers should make provisions for post-trial access for all participants who still need an intervention identified as beneficial in the trial.  This information must also be disclosed to participants during the informed consent process (Principle 34).  Therefore, researchers should include in their proposal a specific plan for how to provide this access or facilitate its provision by others.  If researchers cannot practically do so, they need to explain their reasoning in their proposal as well as commit to doing so if/once they are able.

RESEARCH REGISTRATION AND PUBLICATION AND DISSEMINATION OF RESULTS
[bookmark: _GoBack]Standard 18.  Every research study involving human subjects must be registered in a publicly accessible database before recruitment of the first subject (Principle 35).  Therefore, researchers should include in their proposal the database to which they plan to submit their publication.
Standard 19.  Researchers have an ethical obligation to adhere to accepted guidelines for ethical reporting.  Negative and inconclusive as well as positive results must be published.  Sources of funding, institutional affiliations and conflicts of interest must be declared in the publication.
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