The Bronx-Lebanon Hospital Institutional Review Board (IRB)
AN OPEN, SINGLE-DOSE, ESCALATING FIXED DOSE

STUDY OF THE SAFETY AND EFFICACY

OF IBOGAINE IN OPIOID-DEPENDENT SUBJECTS

________________________________________________________

	Informed Consent Form for Participation in a Clinical Trial in Human Beings


	Name and Surname:


	

	I.D. No.:


	

	Address:


	Zip Code:



I.
Introductory Statement

The Study will examine the effects and after-effects of an investigational drug, REMØGEN® (Ibogaine hydrochloride) to narcotic dependent (heroin and/or methadone) volunteer subjects  


II. 
The Purpose of the Study

The purpose of the Study is to evaluate the safety and efficacy of the investigational drug.  The Study will investigate the short term effects of the investigational drug on acute opioid withdrawal during a one week in-hospital detoxification procedure.  It will also examine the after-effects on craving and opiate use during an eight week follow-up, period.

III.
Procedures and Duration of Subjects Involvement

A.
Duration of Subject Involvement:  Participation in the study is limited to twelve subjects. Each subject will be involved with the Study for approximately ten weeks and will be assigned to one of three Subject Groups.  Subject Group A will receive a single administration of 8 mg/kg; Subject Group B will receive an escalated single dose of 12 mg/kg; and Subject Group C will receive an escalated single dose of 16 mg/kg. For safety reasons, Subject Groups will be treated seriatim after the completion of the eight week follow-up segment for the previous Subject Group.  

B.
Procedures:  The study consists of three phases: (a) intake; (b) in-patient phase, and (c) out-patient phase.


(a)
Intake: Week 1  Prospective subjects will initially be screened and interviewed to determine eligibility based on the Inclusion/Exclusion criteria as described in the Clinical Protocol.  


(b)
In-Patient Phase: Week 2  Study participants will be admitted to the hospital and examined.  Subjects will be stabilized with oral morphine on Day 1 and Day 2  Active treatment commences on Day 3 when a therapeutic dose of the investigational drug is administered and continues through Day 4.  The following 3 days, Day 5, 6, and 7, are for rest and recovery.  During hospitalization subject will be under close medical supervision 24 hours a day.  Discharge can occur after Day 7. Additional recovery time would be provided as may be required.


(c)
Out-Patient Phase: Weeks 3 through 10.  After hospital discharge, the subject will participate in 8 weekly follow-up visits to the hospital clinic.  These visits are scheduled in order to evaluate the long term effects of this treatment modality and to assist the patient to enter and conduct a drug-free style of life. During this phase, conventional medical, psychiatric, psychological and social services will be in effect according to the patient's needs

IV.
Study specific tests.

During hospitalization, subjects will be under close medical supervision, 24 hours a day.  Subjects will undergo physical and psychiatric assessments prior to, during, and after hospital admission, including but not limited to: (a) a complete medical history; (b) physical examination: (c)  psychiatric examination and rating scale; (d) EEG and EEG ; (e) hematology, serology, and urinalysis assessments; (f) mental status examinations; (g)  neurological examination;  (h) Addiction Severity Index; (i) subjective and objective drug dependency and withdrawal exams; Hamilton and Beck depression index.


V.
Possible Risks .  Warning:  The concomitant use of unauthorized drugs during treatment is particularly perilous and has been linked to fatalities that occurred in non-medical settings.  

The procedure employed in this Study is experimental.  Side effects may include nausea;  vomiting;  auditory distortions;  dream like visualizations;  difficulty in concentration;  diminishment of requirement for sleep; insomnia; restlessness;  bradycardia (lowering of the heart rhythm), ataxia (loss of muscular coordination similar to intoxication), and a drop in blood pressure.  Cardiovascular adverse events and fatalities have been reported in non-medical setting.  

VI.
Possible Benefits:  Pre clinical reports and clinical reports indicate that the investigational drug is effective in blocking narcotic withdrawal and permits a rapid and pain-free withdrawal.  It has also been reported that following its administration, craving for opiates is abated  or  eliminated for significant periods of time, permitting the subject to return to a drug free  lifestyle. 

VII.
Alternative Treatments:  Participation in the study is voluntary, and subjects may elect to withdraw from the Study at any time.  Subjects are free to choose not to participate in the clinical trial, and are free to stop participation in the trial without jeopardizing their rights to receive the conventional treatment including methadone, Suboxone®, or Subutex®.

VIII.
Compensation and Costs:  Subjects participating in the Study will receive any and all medical services, laboratory services, medications, and testing as may be required for the Study without charge.  Subjects will not receive any compensation for participating in the Study other than Metro Cards to facilitate the eight week follow-up.

INFORMED CONSENT AUTHORIZATION FOR 
PARTICIPATION IN A CLINICAL TRIAL
The investigator, Dr. J.Douglas Reich, will use and may share personal health information about you.  This is information about your health that also includes your name, address, telephone number or other facts that could identify the health information as yours.  This includes information in your medical record and information created or collected during the study.  This information may include your medical history, physical exam, and laboratory test results.  Some of these tests may have been performed as part of your regular care.  The investigator will use this information about you to complete this research.

By signing this authorization, you allow the investigator to use your personal health information to carry out and evaluate this study.  You also allow the investigator to share your personal health information with the following:
· Study Co-Sponsors:  Addiction Research Institute, Inc.;  Humatech, Ltd; and Phytostan Enterprises, Inc.;
· the Bronx Lebanon Hospital Center Institutional Review Board;
· the U.S. Food and Drug Administration (FDA); and
· Other regulatory agencies as required by law

Your personal health information may be further shared by the groups above.  If shared by them, the information will no longer be covered by the Privacy Rule.  However, these groups are committed to keeping your personal health confidential.

You have the right to see and get a copy of your records related to the study for as long as the investigator has this information.  However, by signing this authorization you agree that you might not be able to review or receive some of your records related to the study until after the study has been completed.

You may choose to withdraw this authorization at any time, but you must notify the investigator in writing before doing so.  Send your written withdrawal notice to:  
        


Principal Investigator’s Name:
  Dr. J. Douglas Reich


Address:



  Department Of Family Medicine







  1276 Fulton Avenue 4th Floor 







  Bronx, NY 10456
                  or


IRB Chairperson:


Dr. David Ferris


Address:



Department of Medicine







Bronx Lebanon Hospital Center







1650 Selwyn Avenue  






Milstein Building 1Oth Fl







Bronx, NY 10457

If you withdraw from the study and withdraw your authorization, no new information will be collected for study purposes unless the information concerns an adverse event (a bad effect) related to the study.  If an adverse event occurs, your entire medical record may be reviewed. (If a sponsored study add: All information that has already been collected for study purposes, and any new information about an adverse event related to the study, will be sent to the study sponsor.)

If you withdraw from the study but do not withdraw your authorization, new personal health information may be collected until this study ends.   

Expiration and Revocation

Expiration:
This Authorization will expire upon the conclusion of the research study.  The investigator will keep this authorization for at least 6 years.
Statement of Agreement

I understand that my participation is voluntary and that my refusal or withdrawal will involve no loss of benefits. I understand that if I do not sign this authorization form I cannot participate in this research study or receive study-related treatment.  If I withdraw this authorization in the future, I will no longer be able to participate in this study.  

If you are injured as a result of being in this study you will either receive immediate necessary treatment or you will be told where you can receive treatment.  You or your insurance company will be responsible for these charges.  All records identifying the subjects will be maintained confidential except as outlined above.

Further information concerning this research may be obtained from  Dr. J. Douglas Reich; the investigator, who can be reached at 718-901-8249 or from the Chairman of the Institutional Review Board, Dr. David Ferris (718) 960-1379, Monday through Friday, 9:00 a.m. to 5:00 p.m. who should be contacted in all instances of research-related injury or inquiries concerning the rights of research subjects.

Participant’s Name: ____________________________________________________ (Print)     

Participant’s Signature ________________________________Date:___________ 
Person Obtaining Consent: ________________________________________________ (Print)       

Person Obtaining Consent Signature:  ______________________ Date:________ 
Witness  Name:  ________________________________________________________  (Print)

Witness Signature: ____________________________________Date: _________

Spanish Translation of Statement of Agreement - Adults

Privacidad /Confidencialidad

El investigador Dr. J. Douglas Reich, usará y podrá compartir información personal de su salud. Esta información acerca de  su salud tambien incluye su nombre, direccion, numero de telefono u otros factores que podrían identificar la informacion de salud como suya. Esto incluye información en su expediente medico  e información creada o recojida durante el estudio. Esta información podra incluír su historia medica,exámen fisico y resultados de exámenes de laboratorio. Algunos de éstos exámenes pudrian haver sido obtenidos como parte de su cuidado medico regular. El investigador usará esta información acerca de usted para completar ésta investigación.

Firmando ésta autorización, usted le permite al investigador usar su información personal para llevar a cabo y evaluar éste estudio. Usted tambien le permite al investigador compartir la información personal de su salud con:  (Incluido aplicable entidades)

(Patrocinadores Addiction Research Institute, Inc.;  Humatech, Ltd; and Phytostan Enterprises, Inc.;

·   La junta institicional de revición del Hospital Bronx Lebanon

·   La administración de comida y drogas de U.S.A.(FDA por sus siglas 

  en inglés)

·   Otras agencias regulatorias como lo require la ley.                                                                              

La información personal de su salud podrá ser más tarde compartida por los grupos antes mencionados. Si se comparte con ellos, la información no sera cubierta más por la regla de privacidad. Sin embargo,  éstos grupos están comprometidos a mantener la confidencialidad de su salud personal.

Usted tiene derecho a ver y a recibir una copia de su expediente relacionado con el studio por el tiempo que el investigador tenga esta información, sin embargo, al firmar esta autorización usted está de acuerdo de que a lo mejor no podrá revisar o recibir alguna de su historia medica relacionada con el estudio hasta despues de que el estudio alla sido completado.

Usted puede escoger retirar esta autorización a cualquier momento, pero tiene que notificarle al investigador por escrito. Mande por escrito su notificacion de retirarse a:

          Nombre de el investigador principal:         Dr. J. Douglas Reich
                                                   Direccion:          Department Of Family Medicine 
                                                                              Bronx Lebanon Hospital                                                              

                                                                              1276 Fulton Avenue 4th Floor
                                                                              Bronx, NY 10456
O

           Al director de el Intituto de Revición (IRB por sus siglas en Ingles):

                                                                             Dr. David Ferris

                                                  Dirección:          Department of Medicine

                                                                             Bronx Lebanon Hospital Center

                                                                             1650 Selwyn Avenue

                                                                             Bronx, NY 10457 

Si  usted se retira del estudio, y retira su autorización, no se recogerá nueva información para propocito del estudio a no ser que ésta información se trate de un evento adverso( un efecto malo) relacionado con el estudio. Si un evento adverso ocurre, todo su expediente medico podrá ser revisado. (Si un patrocinador del estudio agrega: Toda información que ya ha sido recogida para propocito del estudio, y cualquier información nueva acerca de un evento adverso relacionado con el estudio, será mandada al patrocinador del estudio.)

Si usted se retiran del estudio pero no retira su autorización, nueva información personal de salud se recogerá hasta que el estudio se termine. 

Vencimiento y Revocación

Vencimiento:    Esta autorización expirará (complete uno):

· On_______/_________/_______.

· No fecha de vencimiento o evento. Si usted no retira ésta autorización por escrito, ésta permanecerá en efecto indefinidamente.

X Al terminar el estudio de investigación.

· Al vencimiento de el siguiente evento:

__________________________________________________________________________________________________________________________

_____________________________________________________________
El investigador mantendrá ésta autorización por lo menos por 6 años.

Declaración de conformidad

Yo entiendo que mi participación es voluntaria y que si rehuso o me retiro no perderé mis beneficios. Yo entiendo que si no firmo ésta autorización, no podré participar en éste estudio de investigación o recibir tratamiento relacionado con el estudio. Si yo retiro ésta autorización en el futuro, yo no podré participar más en éste estudio.

Si usted experimenta  algun daño como resultado de estar en este estudio, usted recivirá  tratamiento inmediaro necesario o se le dirá donde puede recivir tratamiento.Usted o su compañia de seguro serán responsable por el costo de dicho tratamiento.Todos los expedientes identificando al sujeto serán mantenidos confidencialmente exepto como se explicó anteriormente.

Más información relacionada con ésta investigación podrá ser obtenida de Dr. J. Douglas Reich, el investigador, que puede ser contactado al telefono718-901-8249, o con la persona encargada de la junta institucional de revición, Dr. David Ferris (718) 960-1379  de Lunes a Viernes, de 9:00 a.m. a 5: p.m. Al cual debe comunicarsele en caso de perjuicios relacionados con el estudio o preguntas sobre los derechos de los pacientes en el estudio.

___________________________________________________

Nombre del participante (Impreso) 

___________________________________________________  

Firma del participante                                                                                 Fecha

___________________________________________________

Nombre de la persona que obtiene el Consentimiento (Impreso) 

__________________________________________________          
Firma de la persona que obtiene el Consentimiento                                     Fecha 

__________________________________________________

Nombre del testigo (Impreso)

_________________________________________________ 

Firma del testigo                                                                                           Fecha          

1

