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Subject Information and Consent Form 
 

Protocol Number: I-OA3 
 
Study Title: Observational study of the long-term efficacy of ibogaine-assisted 
therapy in participants with opiate addiction  
 
Principal Investigator: Valerie Mojeiko 831‐428‐2555, 
         MAPS 
   
CoInvestigators:  Thomas Kingsley Brown, Ph.D. 619‐823‐0069, 

University of California San Diego (UCSD); 
Karim Gargour and 
Meg Jordan, Ph.D., R.N., 
California Institute of Integral Studies (CIIS) 

 
Sponsor/Funder:   MAPS 
  309 Cedar Street #2323 
        Santa Cruz, CA 95060 USA 
        www.maps.org 
 
Institutional Affiliation:California Institute of Integral Studies (CIIS) 
           1453 Mission Street 
           San Francisco, CA 94103 
 
Site Address:  Pangea Biomedics  #1549 Costa Grande;  

Seccion Costa Coronado; Playas de Tijuana, Mexico 
 
This information and consent form describes the study. It may contain words that you do not 
understand. If you have any questions, or do not understand anything in this form, please ask the 
study staff to explain. Please take your time to make this decision; discuss it with friends and 
family if you wish. Your participation in this study is completely voluntary. 
 
The above researchers are conducting an observational study of U.S. citizens seeking treatment 
at Pangea Biomedics for problems related to the use of opiates (heroin, oxycontin, morphine, 
methadone or similar drugs) to find out how well ibogaine treatment works over a one year 
period of time. 
 
Since very little clinical research has been done in this area, the sponsor hopes to learn more 
about what happens to people who undergo ibogaine treatment, so that they can add to the 
overall understanding of whether ibogaine can help people reduce withdrawal symptoms and 
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cravings for drugs for a long period of time.  
 
This study is an observational study. Observational studies watch and keep track of people 
before and after a treatment without changing their treatment. This study is being conducted by 
researchers from MAPS, University of California San Diego (UCSD), and the California 
Institute of Integral Studies (CIIS) independently and separately from the therapy providers. 
 
If the clinic does not allow you to take ibogaine, you are still able to take part in this study as part 
of the control group. If you change your mind and decide not to take ibogaine, you will not be 
eligible for the study. A total of twenty people who have come to Pangea Biomedics to receive 
ibogaine therapy will take part in this independent study (15 who take ibogaine, and 5 who are 
turned away from the clinic after arriving due to medical reasons). 
 
What is involved in This Study? 
 
There will be a total of 14 visits or phone interviews (including one intake interview and one 
post-treatment survey). There will be 12 times when you will be interviewed by phone for the 
study. We expect the baseline study visit to take about 2 1/2 hours, the post-treatment survey to 
take about 60 minutes, and for each additional phone interview to take approximately 60 minutes 
each time, for a total of about 15 hours over the course of the 12-month study. 
 
Visit 1 (Intake): 
 
This visit will happen after you arrive at the clinic and before you are administered ibogaine by 
the clinic. You will meet for an initial intake interview with the researcher of this study. This 
interview will take place no less than eight (8) hours and no more than twenty-four (24) hours 
before the ibogaine treatment. You will be asked questions about yourself and your problem drug 
use. This will take about two and a half hours. This is so that the researchers will know what 
your drug use patterns have been like prior to receiving treatment. 
  
You will give the researcher names and ways to reach one or two people you know well and trust 
so that s/he can reach them and interview them as part of the study. These should be people who 
see you or at least hear from you regularly. They must have a regular telephone number or email 
address where they can be reached every month. You will also need to have a way for the 
researcher to reach you for the follow-up period of 12 months.  
 
Visit 2 (post-treatment) 
 
This visit is only for people who received ibogaine treatment. This visit happens 2 to 3 days after 
you have had ibogaine treatment, and may take place over more than one day if you have trouble 
filling out the whole survey at one time. You will describe the types of thoughts, feelings and 
experiences you had during ibogaine treatment by filling out the “Peak Experience Profile”. The 
Peak Experience Profile will take about 60 minutes to complete. You will also fill out a scale that 
measures your opiate withdrawal symptoms, the “Subjective Opiate Withdrawal Scale”. You 
will also be given a piece of paper and an opportunity to describe your ibogaine experience. If 
you do not have the ibogaine treatment you will skip this visit. 
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Visits 3-14 (1 month-12 months post-ibogaine) 
 
Beginning one month after your taking ibogaine (or your first administration of ibogaine if given 
multiple doses in a 1-2 week period of time), you and the researcher will meet monthly by 
telephone. The study researcher will interview you about your life situation and how it relates to 
problem opiate use, including any life changes and any actions you have taken related to problem 
opiate use.  
 
At the same time, with your permission, the person or people whom you trust and who know you 
(significant other) will also be asked to verify the information you have provided in the 
follow-up interviews. 
 
The study researchers will keep trying to find you if they cannot reach you right away, or if you 
do not reach them right away. If you do not want to be in the study anymore, you should tell the 
study researchers, so they definitely know you want to stop being in the study. 
 
Study Termination/Early Withdrawal 
 
You can withdraw from (stop being in) this study at any point in time. You can also refuse to 
participate in any part of the study or to answer any particular questions. You should let the 
researcher know if you wish to withdraw from the study. Though it is unlikely, the study 
researcher will let you know if the study itself or your participation in it will be stopped for any 
reason before you complete all your interviews for this study. 
 
Alternatives to Taking Part in the Study  
  
You do not have to take part in this observational study to have treatment at Pangea 
Biomedics, and the observational study is not part of a normal treatment at Pangea 
Biomedics. The alternative to being in this study is to not take part in it.   
 
What are the Risks of the Study? 
 
If you have decided to have ibogaine treatment, then people at Pangea Biomedics have given you 
information on the risks of ibogaine before you decided to have the treatment. There are no 
foreseeable physical risks to taking part in this observational study. However, there may be other 
types of risks, including possible psychological discomfort or distress and risks related to 
providing personal or sensitive information to other people.  
 
Psychological Risks: In this study, you will be talking with someone about your life, including 
how well you are following your recovery plan on a regular basis, and you will be talking about 
pain and drug cravings regularly. This might make you feel more angry, upset, scared or 
depressed than usual. Thinking about your past or ways that problem drug use has shaped your 
life or your relationships might also make you upset. The following people will be available 
before, during, or after the interviewing process to talk to you about your concerns, and to 
facilitate referrals to consultants, other healthcare professionals, or therapists if such a 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need should arise: Meg Jordan, Ph.D., R.N. at 415-599-5523 or Simon Hodson, M.F.T. at 
415-355-4283. If you would like to speak with one of these people, the first session will be free, 
but if you would like subsequent sessions, you would need to pay for them yourself. 
 
Women Able to become Pregnant: Women able to become pregnant can fill out the surveys 
and questionnaires and fully participate in the observational follow-up study.  
 
What are the Potential Benefits of Participating in the Study? 
 
There is no direct benefit from taking part in this study, and your condition may or may not 
improve.  Information gained from this study may help the researchers better understand 
ibogaine therapy as a way of treating people with problem drug use, which could result in an 
additional treatment option for substance abuse.  
 
Confidentiality 
 
During this study, you will be discussing your life situation and relationships on a regular basis 
and any changes in your drug use. This includes discussing the continuation of your abstinence 
from (stopping or staying away from) the drugs you used to take, and whether at any time you 
start taking them again. You may be talking about potentially illegal activities.  
 
Your identity will be kept confidential at all times, except where disclosure is required by law. 
Your name will never be kept with your interviews or questionnaires; you will be assigned a 
number instead. Your information file will be assigned a number and this number will be used 
when sharing the data with other researchers. However, they cannot guarantee that this 
information will never be seen by anyone else.  
 
The study interviewer will keep all original documents in a locked file cabinet in an office in San 
Diego, CA. Only the study researcher will have access to your personal records. Your name and 
identifying information (such as your street address or phone number) will be removed from the 
records before they are shared with other members of the research team at the sponsor MAPS or 
the institution (school) CIIS.  
 
Information sent from the study site will not contain your name, and care will be taken to 
minimize associating personal information with study responses. After five years, (from the 
conclusion of your participation in this study) all personal records and identifying documents 
will be destroyed (shredded). The results of this research study may be presented at meetings or 
in publications but your identity will not be disclosed.  No audio or video recordings will be used 
in this study. 
 
Your study records, which include your name, may be inspected at the study site by the Human 
Research Review Committee (HRRC) at CIIS to check the accuracy of study records. 
The HRRC is an independent committee that reviewed the ethical aspects of this study to help 
protect your rights and welfare and that ensures the accuracy of study records.  
You have a right to check your study records and request changes if the information is not 
correct. While every effort will be made to protect the privacy of your information, absolute 
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confidentiality cannot be guaranteed. This does not limit the duty of the researchers and others to 
protect your privacy.   

 
Your privacy with respect to the information you disclose during participation in this study will 
be protected within the limits of the law. However, there are circumstances where the researchers 
are required by law to reveal information, usually for the protection of a patient, research 
participant, or others. A report to the police department or to the appropriate protective agency is 
required in the following cases: 
 
If, in the judgment of the researcher, a research participant becomes dangerous to himself or 
herself or others (or their property), and disclosing the information is necessary to prevent the 
danger; 
If there is suspected child abuse, in other words if a child under 16 has been a victim of a crime 
or neglect; 
If there is suspected elder abuse, in other words if a woman or man age 60 or older has been 
victim of a crime or neglect. 
    
Study Costs/Compensation 
 
There will be no costs to you, the public health insurance in the U.S. or Mexico, or your private 
medical insurance for taking part in the study. The sponsor will not cover regular medical 
treatment that you may have as part of your recovery plans. You will be compensated $10 for 
each phone interview you complete, up to a maximum of $120 for all 12 follow-up phone 
interviews, to be compensated at quarterly intervals throughout the course of the follow-up study 
and in payments valued at up to $30 per quarterly payment, in the form of a gift certificate.   
 
You will be responsible for the cost of ibogaine treatment, which is offered on a fee for services 
basis by Pangea Biomedics. 
 
Communication of Study Results 
 
The study researcher will call you by telephone to discuss the study results with you when they 
are known. You will also be told of any potentially significant information revealed by any tests 
that were part of the study as soon as possible. 
 
Your Rights as a Participant 
 
Taking part in this study is entirely voluntary.  You may choose not to take part or may leave the 
study at any time.  Leaving the study will not result in any penalty or loss of benefits to which 
you are entitled. 
 
By signing this form, you are not giving up your legal rights, nor releasing the study researchers 
or sponsor from their legal and professional obligations.  
If you have any questions about your rights as a participant in a research study, you may write to 
the committee that reviewed the ethical aspects of this study at: Chair of the Human Research 
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Review Committee (HRRC) c/o CIIS, 1453 Mission Street, San Francisco, CA 94103 or by 
telephone at 415-575-6114 or via email to dnicol@ciis.edu. 
 
This outcome study of the long-term (one year) effects of ibogaine treatment has met scientific 
and ethical standards for human experimentation.  However, the ibogaine treatment itself, which 
is not a regulated substance or protocol in Mexico and offered by Pangea Biomedics on a 
fee-for-services basis, has not been submitted to a Mexican Institutional Review Board for 
approval. As a result, Pangea Biomedics’ ibogaine treatment itself cannot be assumed to have 
met the scientific and ethical standards for human experimentation. 
 
New Findings 
 

The researchers will tell you as soon as possible about any new information that may affect your 
health, welfare, or willingness to stay in this study. 
 
Whom do I call if I Have Questions or Problems? 
 
For questions about the study contact: 
 
Meg Jordan 415-599-5523 or 
Valerie Mojeiko 831-428-2555  
 
In case of a study-related emergency, please go to the nearest hospital emergency department. 
 
If you have any concerns about this study or are dissatisfied or unhappy at any time about any 
part of this study, you can contact:  
 
Chair of the Human Research Review Committee, 
California Institute of Integral Studies 
1453 Mission St. 
San Francisco CA  94103 
Tel: 415-575-6114 
dnicol@ciis.edu 
 
You can contact the chair anonymously if you wish. 
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CONSENT 
 

I have been given enough time to read this form and to ask questions. All of my questions, if any, 
have been answered to my satisfaction. I freely volunteer to take part in this study. By signing 
this form, I am not giving up my legal rights or releasing the study researchers or sponsor from 
their legal and professional obligations. I have received, read, and fully understand copies of the 
Bill of Rights For Participants in Psychological Research and the Experimental Subjects Bill of 
Rights. I have been offered a copy of this form to take home with me. I understand that if I am 
not able to read the above information it will be conveyed/provided in accessible formats upon 
request.  
 
 
 
 
 
_______________________    __________       __________________________ 
Participant Name (printed)     Date    Signature 
 
 
_______________________    __________       __________________________ 
Name of Co-Investigator   Date     Signature 
Administering Consent      
    
 
 
 
  
 
 
 
Study No.: I-OA3   
 
 
 
 
 
 


