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Introduction

The purpose of this rather new IRB, based at Quietmind Foundation, is to provide a source of oversight and research approval for independent or non-university affiliated researchers in alternative medicine.  We hope that the availability of this independent IRB will encourage interest in and reduce barriers to research in this important and growing field.  
The Institutional Review Board (IRB) of Quietmind Foundation (QMF) is registered with the U.S. Department of Health and Human Services (DHHS), Office for Human Research Protections (OHRP), IORG 0004684 and IRB 0005585.  The QMF IRB strives to meet all standards and requirements of the DHHS’s Office of Human Subjects Research (OHSR) as specified in Regulations and Ethical Guidelines, Title 45, Public Welfare, Part 46, Protection of Human Subjects (http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm), effective 6-23-05.  Sections denoted by § below refer to that document.
Strictly speaking, those Regulations and Ethical Guidelines apply only to research directly or indirectly funded or supervised by the federal government, but as with most research institutions, these have been adopted as the regulations of the QMF IRB, with minor alterations related to procedures of the IRB itself (with no exceptions relating to ethical principles or protection of human subjects).  For any issues not specifically addressed in this Manual, provisions of the above (including any future amendments) are to be followed.  It should be noted that in addition to sections of the federal Regulations and Ethical Guidelines referred to here and below, definitions of terms (general definitions: §46.102; relating to protected populations: §46.202, §46.302, §46.402) may be relevant.
Terminology: To avoid confusion, note that in common use, IRB stands for both an individual committee meeting to consider an application (“The IRB for the Smith study”), and the division of an organization that handles such reviews.  Federal regulations (which we adhere to) require that an IRB have a minimum of five members, of whom a majority (three) are required to conduct business.  There is no limit to the number of IRBs which an institution may establish.  We will strive to have each application reviewed by five members, although it may be necessary to conduct a review with fewer.
QMF IRBs

Because of the infrequent demand for IRB reviews anticipated by QMF, and to take into account the availability of members, ad hoc IRBs will be constituted from among candidate members.  Meetings may be conducted by teleconference with full information provided to members in advance via e-mail and electronic documents.    

The QMF IRB Chairperson will normally serve as the Chairperson of each ad hoc IRB, unless he/she must be recused because of conflict of interest or other reason.  Members or candidate members of IRBs will be appointed by the QMF IRB Chairperson, with approval by the president of QMF.

IRB members will be appointed so as to meet the requirements in §46.107, relating primarily to diversity of professions, concerns, and avoidance of conflicts of interest.   A majority of the members of an IRB must participate in a meeting, and approvals require a majority vote of members participating, including the Chairperson.  

For purposes of adherence with Federalwide Assurance (FWA), the QMF IRB will comply with all Terms of the Federalwide Assurance for the Protection of Human Subjects (version 6/17/2011 or as amended) in all studies for which FWA applies, and will strive to comply with these terms in all other studies.  For purposes of compliance with Terms section 1, our statement of principles is the Belmont Report; with Terms section 4.b.2: If any member of the ad hoc IRB committee reviewing a particular application recommends review more often than annually or verification of absence of changes from sources other than the investigator, the committee will vote on whether these will be required, and if so, will decide on a mechanism appropriate to the circumstances of the study.  Responsibility for ensuring adherence to such requirements will rest with the Chairperson.
Procedures: To submit an application for review

To submit a prospective research project for IRB review, send the following materials by e-mail to the Chairperson at Allan.Lundy@comcast.net.

Application for Review

All Informed Consent forms to be used in the research

Any participant recruitment flyers, drafts of ads for publication, posting, or other circulation, and letters, notices, etc. to others for referrals of potential participants

The curriculum vitae or resume of the Principal Investigator (PI) or co-PIs, and of key personnel with responsibility for conducting the study. 

Certification of completion of a course in human subjects protection and signed documents of non-disclosure and confidentiality (see below) for all personnel who will have contact with subjects (or potential subjects) or identifiable data.

In addition, send a complete hard copy of all final draft materials with original signatures on Application to:  QMF IRB, 140 Yorktown Plaza, Elkins Park, PA  19027.
The Chairperson may be contacted informally at any stage of the preparation or review of proposals.  Upon receipt of a draft of an application (and/or supporting materials), he/she will conduct a preliminary review of the application and return it to the applicant with comments and suggestions.  This is intended to reduce the time required for a determination by the full IRB. 
Fees
As of November, 2023, the standard fee for a review is $2250.  Payment should be submitted to Dr. Marvin Berman, President of QMF, at the address above.  In addition to the cost of the committee’s review, including most required revisions, this fee includes up to three hours of consultation with the chairperson before the final draft materials are submitted for formal review.  Additional time for consultation (including, rarely, unusually extensive revisions required after the review) will be billed at $100/hour.  

To date, all submissions have been approved after required revisions.  However, it should be understood that payment of the fee does not guarantee approval.

Research Ethics Certification

As with all responsible IRBs, we require that researchers must have had training in ethical standards.  This applies to the PI, Co-Investigators (that is, those with professional training who are responsible for conducting the research), any assistants who have significant contact with human subjects (administering tests, obtaining informed consent, etc.), and persons who will have access to personally identifiable information on human subjects, even if the study involves only archival data.
Most universities have their own course, so if you have worked as a research assistant in the past 20 years or so, you have probably taken such a course.  Also, passing a college or graduate course in Research Ethics or the like is sufficient. If you don't recall having had such a course, please take the time to complete one of the following on-line "courses" and receive their certificate of training:

Recently the CITI program (Collaborative Institutional Training Initiative) has become popular and common for human subjects certification.  If you are associated with a hospital or university, you might look into this at https://www.citiprogram.org/   However, if you are independent, there is a substantial charge for this program. 

Alternatively, NIH recommends the course at  https://phrptraining.com/#!/  There is a charge of $49.97 for the course.
There is also a free course from the Global Health Training Centre:

https://globalhealthtrainingcentre.tghn.org/elearning/research-ethics/
As yet, we know little about this program, and it is unclear whether it is recognized by NIH, but it would presumably meet our standards.  If you take this course, please let us know about your experience.
Finally, HHS has its own course; see https://www.hhs.gov/ohrp/education-and-outreach/human-research-protection-training/human-research-protection-foundational-training/index.html
Research should not be conducted by a person who has not obtained certification.  A research assistant or technician who has not yet obtained certification should be continuously supervised by a certified person when interacting with subjects.  
In addition to certification, the IRB (as of November 2023) is requiring that all personnel submit a signed document of non-disclosure and confidentiality.  See Appendix to the Application.

Approval

Following a teleconference with the IRB, the Chairperson will communicate any changes required before approval.  When those changes have been made to the IRB’s satisfaction (which only rarely may require a formal second meeting and/or vote), approval will be granted for one year.  If any contact with participants will occur after that period, the PI must request an extension before the expiration of that period.  At any time, any significant changes to the recruitment, study procedure, informed consents, tests, confidentiality/anonymity of data, etc. must receive prior approval from the Chairperson or, at his/her discretion, the IRB.  All obligations and responsibilities for notifying the IRB of changes or requests for renewal are the PI’s.  In addition, any significant adverse events that occur during the study must be reported immediately.  The IRB will not track studies once they have been approved.  However, a final report, summary, or draft publication would be appreciated after the study has been completed.
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