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TRAINING PROTOCOL

To meet the standard training requirements, the trainee will:

· Read required journal articles and book chapters about serious mental illness, substance abuse and research ethics (the Project Coordinator has this set of materials).

· Complete the University of Maryland web-based Basic Training for Researchers program.

· Watch the videotape(s) of mandatory human subjects training given by the IRB and Baltimore VAMC.

· Attend weekly research staff meetings.

· Attend monthly recruitment meetings to discuss informed consent, protocol and human subject issues.

· Read and be familiar with all current consent forms and Subject Locator form.

· Attend a tutoring session with a trained recruiter.

· Observe a trained recruiter during five consent sessions with potential subjects.

· Role play a consent session with a Principal Investigator or the Project Coordinator acting as the potential subject.  (This step is to be repeated until final approval is given by the PI or Project Coordinator).

CONSENT TRAINING CHECKLIST

	PROTOCOL
	DATE(S) COMPLETED
	TRAINEE INITIAL
	SUPERVISOR INITIAL
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	2.  Web based human subject training
	
	
	

	3.  Videotapes of human subject training sessions
	
	
	

	4.  Read consent forms & Subject Locator form
	
	
	

	5.  Attend tutoring session w/trained recruiter
	
	
	

	6.  Observe a trained recruiter during five consent 
sessions with potential subjects
	1)
	
	

	
	2)
	
	

	
	3)
	
	

	
	4)
	
	

	
	5)
	
	

	7.  Role play a consent session with a Principal Investigator or the Project Coordinator acting as the potential subject.


	
	
	


PROTOCOL FOR OBTAINING CONSENT

After being approved to obtain consent and authorized by the Institutional Review Board (IRB), the Research Assistant should follow the steps below to recruit a subject.  All forms mentioned below can be found following this protocol.

1. Obtain permission from the patient’s therapist and/or treatment team to approach the patient, and fill out the Documentation of Clinician Approval for Research form.  Turn this form in to the Project Coordinator.

2.  Take the following to the consent meeting with the potential subject:

·  Two copies of the appropriate Research Consent Form.  One Research Consent Form should have the Evaluation To Sign Consent questions attached to the back.

·  A Subject Locator Form

·  A copy of the Confidentiality Certificate

·  Appointment cards

3.
Approach the patient, introduce yourself, give a brief overview of the study (see “Brief Overview” in attachments which follow), and ask the patient if s/he is interested in participating.  If the patient has reservations about participating, ask what s/he is concerned about.  Address these concerns by empathizing with the patient and answering her questions honestly, while being positive and assertive about the study.

4.
If the patient is interested, read the entire Research Consent Form to them while s/he follows along on his/her own copy.  Periodically stop and ask if the patient has any questions.  Be sure to hand the patient a copy of the Confidentiality Certificate while going over confidentiality issues.  

5.
Once the Research Consent Form has been read, ask the patient if s/he is still interested in participating in the study.  If the answer is yes, ask the questions on the Evaluation to Sign Consent form.  If s/he cannot answer a question correctly, or does not understand the question, briefly review this topic in the Research Consent Form and then repeat the question.  If the patient still cannot answer correctly, s/he cannot be a participant of the study at this time. 

6.
If the patient can answer all questions correctly, explain that by signing the Research Consent Form, s/he is agreeing that: a) s/he has read and understands the information on the form; b) s/he has had the information on the form explained, c) s/he is willing to participate, and d) s/he agrees to be videotaped (if applicable to the study).  

7.
Have the subject sign and date both Research Consent Forms, and initial every page (except the signature page) in the bottom right hand corner.  You then sign and date both forms on the Investigator line.  Keep the Research Consent Form with the Evaluation to Sign Consent questions, and  give the other signed Research Consent Form to the subject. 

8.
Ask the subject all questions on the Subject Locator Form, explaining first why this information is being requested.  Have the subject sign and date the back of this form.

9.
Call the office to obtain a date and time for the subject’s first assessment.  Complete the appointment card and give it to the subject.  Verbally review when, where, and with whom the subject will next be meeting.

10.
If you are recruiting from a non-VA site, fill out the memo which informs the therapist that their patient is meeting with us for research and will be paid for their time.  Place this in the therapist’s mailbox at the clinic.

11.
If you are recruiting from a non-VA site, write the subject’s name on the front page of the Research Consent Form, copy the form and place the copy in the subject’s medical chart while you are still at the clinic.  Take the original Research Consent Form and the Subject Locator Form back to the office and put them in the Project Coordinator’s mailbox.

12.
If you have recruited a VA patient, write the patient name and social security number on the front page of the Research Consent Form.  Take the Research Consent Form and the Subject Locator Form back to the office and put them in the Project Coordinator’s mailbox.

13. Call the patient on the day of the scheduled assessment (or the night before if the assessment is early the next morning) to remind the patient of his/her appointment.

SENIOR STAFF FOLLOW-UP PROTOCOL

The senior clinician conducting the first assessment with the new subject should follow the steps below to ensure that the subject understands his/her involvement in the study.  This procedure can be waived if the subject was consented immediately before the first assessment or does not have a serious and persistent mental illness. 

1.
Take the Senior Staff Follow-Up Of Subject Consent Form to the initial assessment.

2. The Research Consent Form should be reviewed with the subject prior to starting the assessment.  Begin by asking if s/he remembers signing the Research Consent Form.  Then, review the risks involved in the study.  Below are the main issues to be covered, per study (these are found on the form).

women with schizophrenia and substance use disorders

· This is a study about substance use and the consequences.

· The subject will be asked questions about painful, abusive or violent things which may seem sensitive to her.

· We will be contacting her every three months for a year, either by telephone or in conjunction with a clinic appointment, to ask more questions.

· We may contact designated friends, relatives, or other people who know her in order to locate her for the follow-up appointments.

the process of change in drug abuse by schizophrenics

· This is a study about substance use and the consequences.

· We will be contacting the subject every three months for a year, either by telephone or in conjunction with a clinic appointment, to ask more questions.

· We may contact designated friends, relatives, or other people who know the subject in order to locate him/her for the follow-up appointments.

Evaluation of Behavioral Treatment for Substance Abuse in Schizophrenia
· The subject will be randomly placed into either our new treatment group or the standard substance abuse clinic at the Lead Agency.

· S/he will be required to attend group sessions twice a week for six months.

3. Paraphrase the confidentiality assurances and the subject’s right to withdraw at any time.

4. Ask if the subject has any further questions about the study or their rights as a research subject.

5. Sign and date the Senior Staff Follow-Up Of Subject Consent form and place it in the Project Coordinator’s mailbox upon your return to the office.

This protocol to obtain human subject informed consent

was reviewed and approved by:

______________________________________________________________________

Principal Investigator
_______________________________________________________________________

Date
SAMPLE FORMS

