Page 1 of 2

Review Module J1 IRB
Level Quantum Biofeedback Practitioner

Remember to record your hours and score for your IMUNE Qualification Application.

NO. [ LeV | QUESTION.....oiiiiiiiitiit et ae e Ans.

General

1. | QBP | IRB stands for International Review Board

2. | QBP | IRB is to report information to a board in order to gather data on
conditions and diseases, this information is confidential and the
client’s name is not listed on it.

3. | QBP | The IRB is very important for the USA/Canada as many of the
facilities are experimental and it is essential that data is accumulated
on the effect of these therapies.

4. | QBP | The IRB participation is mandatory in the USA/Canada if you plan to
use the portions of the program which are marked (IRB)

5. | QBP | The IRB facilities can be used outside the USA/Canada freely

6. | QBP | QX request firmly that ALL users use the IRB to send QX data to
help in assessing the effect of the IRB therapies.

7. | QBP | To use the IRB programs you must follow the informed consent
process.

8. | QBP | USA users may use any of the therapy programs including those
tagged IRB without any particular consideration or client permission.

9. | QBP | Any practitioner can use the REG tagged programs.

10.| QBP | If your client refuses to sign an IRB participation consent form you as
the technician may not do those sections of the program marked IRB

11.| QBP | If you do not want to be involved in the IRB you can just ignore it
and no one will know or care and then just use the program in
whatever way you choose

12.| QBP | The IRB information is in the Tools and IRB Transfer panel and there
is written information regarding it also in there if the technician or
client does not understand its reason to be collected.

13.| QBP | Sending the IRB information to be collected has to be done via the
internet.

IRB Specifics

14.| QBP | The manufacturer sees some functions of the software as
experimental.

15.| QBP | The USA law allows for studies of such software to be used on
people.

16.| QBP | USA law requires an institutional review board for experimental
aspects.

17.| QBP | The IRB is a group of independent professionals who will review the
completed research of the device.

18.| QBP | The IRB can be located anywhere in the world.
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19.| QBP | The IRB can be located only in America.

20.| QBP | The manufacturer has an IRB arrangement in the USA

21.| QBP | The IRB must be properly registered with any government authority
where it is located.

22.| QBP | An investigational device exemption (IRB) is only granted where
there is insignificant risk to the client.

23.| QBP | Any client who participates in the study must be allowed to decide on
his participation.

24.| QBP | A verbal acceptance of the form of consent is acceptable.

25.| QBP | A written and signed consent form is preferable.

26.| QBP | A practitioner must be certified or licensed to use the IRB facilities in

the program

If a question or the answer is unclear please discuss with colleagues/your trainer. It
will not be possible for IMUNE to respond to individuals for clarification. If after
discussing as above clarification is required then please do contact QBP@imune.net.
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