FEASIBILITY PILOT STUDY OF SPIRITUAL INTERVENTION AND MEDICAL OUTCOMES (SIAMOS) OF PATIENTS UNDERGOING CORONARY BYPASS SURGERY

STATEMENT OF ISSUES/
INTRODUCTION AND LITERATURE REVIEW

For centuries spirituality and faith have been an essential part of the healing process, yet it is unclear if spirituality can improve health and medical outcomes. (Sloan, 1999 and Sloan, 2000) The belief that prayer can provide healing power is pervasive in the American culture. A Time magazine poll indicated that 82% of Americans believe in the healing power of personal prayer (Time, June 1996).  Moreover, 73% of those polled believe that praying for someone else could help cure illness. A 1993 study from New England Journal of Medicine showed that over 25 percent of the population have used prayer as a therapeutic option for healing (Einsenberg, 1993). In a follow up survey this number increased to 35 percent in 1997. (Einsenberg, 1998) Prayer is often used to complement medical care and not compete with medical care. (Bearon, 1990)

Though a suggested relationship between spirituality and improvement in health has been noted, no causal relationship has been shown. At present, significant research is being conducted in this field. Recently, we have explored the effect of intercessory prayer on patients undergoing coronary artery bypass graft in a collaborative research funded by the Baptist Memorial Health Care Foundation and the John Tempelton Foundation. The methods paper has been published in the American Heart Journal, (Attachment A) and the results have been submitted for publication.

If spirituality does lead to improved medical outcomes, then the question arises as to the mechanisms involved. Levin and other have hypothesized five possible mechanisms. First mechanism is commitment to religious teaching, which leads to avoidance of smoking tobacco, drinking alcohol and using illicit drugs. Second mechanism is the placebo effect, which is a deep belief that a certain activity such as prayer will improve medical outcome. Third is a relaxation response, which is invoked during worship, rituals and prayer. This reduces stress and has profound effect on a number of chemical and hormonal mediators, which can lead to an improved medical outcome. The fourth mechanism is the psychosocial impact of fellowship and social support in a faith based community. Lastly, there are other less understood mechanisms such as mystical, divine blessing and enhanced bioenergy, which may be involved.  (Levin 1996, and Mackenzie, 2000)

Though there are several hypothesized mechanisms by which spirituality may improve outcome, little work has been done to define a specific spiritual intervention which may be beneficial. Different interventions include intercessory prayer, in-person prayer, reading of the scripture or performing of some ritual at the bedside. It is even more unclear the duration of an intervention, or the intensity of an intervention, which may be sufficiently therapeutic. However, based on the above mechanism, there are several components of spirituality that may enhance well being and which one would need to incorporate in an intervention for maximal benefit (Waldofogel, 1997).  Scripture reading provides a cognitive framework based on faith and enhances faith for the individual; also it leads to dietary moderation and avoidance of tobacco, alcohol and drugs. The practice of prayer or a ritual would invoke a relaxation response and can help in coping with a stressful situation such as an illness. The community support is often provided by faith members as well as chaplains, who represent the religious community. In our intervention we would take advantage of all of these components of spirituality to improve medical outcomes.

Traditionally in a hospital setting, it is the hospital chaplain who conducts most of the spiritual activity. Hospital chaplain’s activities include “promoting spiritual transcending” and “promoting spiritual interaction”. Surveys show that patients have a positive attitude towards the role of hospital chaplain.  (Ellis, 1995.) There is growing evidence that with cut backs in health care, chaplain services are being reduced in certain parts of the country. 

In order to determine the effectiveness of an intervention, which is new in the field of scientific study, a homogenous population of subjects and well-defined outcomes are essential. One such population is patients undergoing coronary bypass. Patients undergoing non-emergent coronary artery bypass graft (CABG) have been well studied. The complication rate is tracked by a nationwide voluntary Surgical Thoracic Society (STS) database with well-defined outcomes. Previous studies conducted by us have used this same population for an intercessory prayer intervention from our site and additional data is available from other sites.

In this study we wish to develop a spiritual intervention and implement that intervention to see if it improves medical outcomes for patients undergoing coronary artery bypass.

GOALS AND OBJECTIVES

Primary Objective:
To determine the feasibility of conducting a study to evaluate the effect of a spiritual intervention on complication rates among patients undergoing CABG. The following variables will be examined: peri- and post-operative complications including re-operations, infection, neurologic sequelae, pulmonary, renal or vascular complications, significant arrhythmias and any readmissions within 30 days of surgery. 

Secondary Objective: To determine the feasibility of conducting a study -

· To evaluate the effect of a spiritual intervention on mortality, length of stay, and psychosocial measures in all CABG patients undergoing an elective procedure.

· To evaluate whether a spiritual intervention improves feeling of general well-being among patients undergoing CABG. 

· To develop local interest and expertise for future studies on the effects of spirituality and alternative medicine. 

PROCEDURES 

Study Target Population


The study target population includes all adults admitted for elective coronary artery bypass graft surgery at Baptist Memorial Hospital Memphis.


From our previous study on intercessory prayer we enrolled over 260 patients over a 22 month period. In our present pilot study we expect 30 patients to be enrolled over 3 months.

Eligibility Criteria

Inclusion Criteria for Patients undergoing CABG:

· Men and women age 18 or older

· Admitted for non-emergent CABG (First or repeat CABG)

· Ability to read and understand English

· No major hearing disabilities

· Able to provide informed consent (oriented and alert)

Exclusion Criteria for patients undergoing CABG:

· Emergency need for surgery 
· Subject participating in competing protocols

· Attending surgeons, cardiologists, or private physicians do not want their patients to be enrolled in the study

 Initial Recruitment


The recruitment goal is 30 patients over a 3 month period. Cardiologists and cardio-thoracic surgeons will be informed by the principal investigator and study coordinators of the nature of the study. Individuals having a cardiac catheterization will be informed that they may be called at home about this study, if it is found that they are candidates for elective coronary artery bypass surgery. Patients who agree to the phone contact will have their phone numbers given to study personnel.

Patient Screening- Telephone Contact


Patients deemed likely candidates for coronary artery bypass surgery and who have previously agreed to be contacted will be phoned by a study coordinator. Patients will be informed that a study involving the potential effects of psychosocial-spiritual intervention on recovery from surgery is being conducted. The intervention may involve social support, or spiritual activities. Their agreement to participate would involve randomization into one of two intervention groups. In addition, agreement to participate would require a willingness to complete a survey, participate in an activity for 15 minutes per day and a willingness to be contacted by phone thirty days after surgery for a brief follow-up call.  Potential subjects who agree to these terms over the phone will be scheduled for a baseline interview visit by a study coordinator.  

Baseline Interview

The baseline interview will occur prior to surgery.

A study coordinator will: 

· screen the patient for eligibility 

· obtain permission for the patient's study participation from the patient's attending physician. 

· describe and explain the study to the patient as described above and offer them an opportunity to participate

· obtain informed consent 

· assign a predetermined identification number

· collect baseline demographic, social support, well being and spirituality data 

· inform the patient as to which group they have been randomized  to. 

If certain surgeons do not routinely require a preoperative visit prior to CABG, a study coordinator will identify patients from the cardiac catheterization laboratory.  Permission to approach the patient about the study will be obtained from the patient's attending physician. Initial contact with these patients will include patient screening for study eligibility and an invitation to participate in the study.

Informed Consent


Procedures for obtaining informed consent will include permission of the primary care physician and specific requirements of the Institutional Review Board.  Informed consent will be required for patients enrolled in the study and will be obtained during the baseline interview, which will occur during the pre-admission testing (PAT) visit or after cardiac catherization.  

Randomization

Physicians who wish to have their patients enroll in the study will write an order to have a study coordinator review the chart for eligibility. Once notified the study coordinator will review the chart for eligibility. If the patient is eligible for the study based on the chart review, then the patient will be randomly assigned to the intervention group or the control group. The random assignment will be done by the study coordinator who will pick an envelope from a box containing 100 identical envelopes. Inside 50 of the envelopes will be a letter describing the spiritual intervention, inside the other 50 envelopes will be a letter describing the social visit intervention.  If the letter assigns the patient to the intervention group then the respective intervention study coordinator will approach the patient for enrollment into the study. If the letter assigns the patient to the control group then the respective control study coordinator will approach the patient for enrollment into the study. If the patient agrees to participate in the study and provides informed consent then the letter and envelope will be given to the patient after the patient completes the baseline interview and survey. The study coordinator will answer any questions the patient may have. The study coordinator will then begin the intervention or social visit. If the patient declines to participate in the study then no further activity will be done. To ensure that the patient becomes aware of and understands the assignment, the randomization envelope will contain the intervention or control status and a brief script detailing the specifics of the intervention and control activity. The contents of the envelope are in attachment B. Regardless of what group the patient is in, he/she will continue to have usual services from the Department of Pastoral Care, family and faith leaders from their community.
There will be multiple coordinators. Any of the study coordinators may do the spiritual or social visit intervention.  However, the coordinator will be assigned to the patient prior to randomization, and that coordinator will continue to do that intervention for all 5 sessions, if possible.  In cases when the assigned coordinator cannot meet with the patient for initial visit or follow up visits a substitute study coordinator will conduct the activity. An attempt will be made to minimize the use of the substitute study coordinator. The other coordinators will be assistant study coordinators who will do 30 day follow up call and other administrative tasks for the study. 

Pastoral Care and Local Interfaith Advisory Group


In order to gain community confidence, a meeting of local interfaith leaders will be convened prior to the study implementation to review the choices of spiritual interventions for different faiths given the structure of the study protocol. Also, at the end of the study the meeting will be convened to discuss the results of the study. Subsequently, ideas and plans will be developed for future studies and conveying the message of the present studies to the general public. 

The Spiritual Intervention Groups


Spiritual intervention will consist of 15 minutes of spiritual intervention conducted by the spiritual intervention study coordinator. The intervention will be of the patient’s belief and choice. Interruptions would be minimized but permitted for providing medical services. A total of 5 sessions will be conducted with the first session being prior to surgery. No enrollment will occur on Saturday or Sunday. No intervention or social visit will occur on Sunday.

The spiritual intervention will be of the patient’s choice according to their denomination and/or faith tradition. The spiritual intervention will consist of three components with a prayer for healing, a prayer exercise and reading of the scriptures. Spiritual interventions for various faiths are presented in attachment C.


 For quality control purposes all interactions will be tape recorded, and a random sample will be periodically reviewed. The patient may conduct additional and different spiritual intervention, as well as have chaplain visitations or visitations from other faith leaders according to their belief and usual hospital care practices. 

Control Group


A social visit will be conducted by the social visit study coordinator who will be identified only as a social visitor. The meeting will last for 15 minutes to discuss casual topics. They will specifically refrain from discussing spiritual or medical conditions. For quality purposes all interactions will be tape recorded, and a random sample will be periodically reviewed. The patient may conduct additional and different spiritual intervention, as well as have chaplain visitations or visitations from other faith leaders according to their belief and usual hospital care practices. A sample of the control group discussion is included in attachment D

Data collection


Each patient’s physician will select the medical care provided to patients in the study. Each CABG patient is enrolled in the STS database and has their chart reviewed for complications by trained data abstractors who will be blinded as to which group the patient was randomized to. STS form is included in attachment E. Thirty days after the surgery, an assistant study coordinator, who is blinded as to the randomization of the patient, will call the patient at home to find out if they have had readmissions from complications of their surgery. In addition, patients will be asked if they had any additional spiritual and social interventions during the hospital stay. The STS data will be combined with the 30 day phone call. The 30 day form is included in attachment F. The person collecting the data from patient's medical records will be blinded regarding the participant's group assignment.


After the 5 interventions or social visits are completed the intervention coordinator and the social visit coordinator will repeat the well being survey for their respective patients. Every effort will be made to do the survey prior to discharge.
OUTCOMES AND RESULTS/PRE-POST MEASURES 

Pre-operative data collections

The following information will be collected prior to surgery at the pre-operative visit:

Demographics

Risk Factors

Social/Spiritual Measures –.  The Brief Multidimensional Measure of Religousness/Spirituality:1999 will be used, (developed by Fetzer Institute) The forms are include in attachment G.

Well Being survey: 
The Satisfaction With Life Scale (Diener et al.),
The Vitality Scale (Ryan & Frederick)
The Happiness Scale (Lyubomirsky)
The Life Orientation Scale (measures optimism; Carver & Scheier)
The Gratitude Questionnaire (McCullough & Emmons)
The forms are included in attachment G.
Intra/Postoperative data collection

Outcomes


All patients randomized into the full study will be followed from enrollment to discharge from the cardiac/surgical intensive care unit and discharge from the hospital.  The 30 day follow-up phone call will be used to collect data regarding patient re-admissions or other complications after hospital discharge.  We propose to use outcome measures developed by the Society for Thoracic Surgeons (STS) National Database Group. See attachment E.

ANALYSES 


The sample size of 30 will not be sufficient to conclude if the interventions are or are not therapeutic, however it will be sufficient to determine if the pilot intervention is feasible in the target population.

CONFIDENTIALITY


The information shared by the patient during the psychosocial/spiritual assessments will be kept confidential and not with patients' medical records.  No information will be shared with the hospital staff or the patient's family. Subjects will be identified by their number rather than their name for analytic purposes. Tapes will be stored along with the confidential files. 

Approximately 10 percent of the sessions will be randomly selected and reviewed by Principal investigator and Co-investigators to be certain that the sessions where carried out according to the intention of the study. 

EXPERIENCE OF KEY INVESTIGATORS

Dr. Manoj Jain is an infectious disease physician with a doctorate in medicine and masters in public health from Boston University. He is in private practice and consults on patients at the Baptist Hospital Memphis.  In February 1996 he attended a training program at Harvard Medical School in Mind/Body Medicine.  He has developed a coping skills/stress reduction program for his patients with HIV, and has also served on the Baptist Cancer Foundation Committee. He has also been the principal investigator for the Memphis site for the prayer study entitled “The study of the therapeutic effect of prayer”. This study was funded by the Baptist Foundation and conducted in collaboration with Herbert Benson M.D. at Harvard Medical School. The results of this study are pending analysis and publication.

Ms. Wyvonia Harris MS BSN RN  is a research nurse for the clinical research unit at Baptist Memorial Hospital. She has over 34 years of experience in clinical nursing and is presently doing her Masters in Divinity. Ms. Harris was the research nurse for the Memphis site for the prayer study conducted from 1998-2001.


Reverend David Drumel is the Vice President of Pastoral Care at Baptist Hospital Health Care Corporation. He has extensive knowledge of the issues in spirituality and medicine. He has previously received a grant to coordinate a course on “Spirituality and Medicine” for medical students and has been a critical partner in our previous study on prayer. He has many years of pastoral care experience and oversees an administration of 20 chaplains.

CONSULTATION

Outside consultants include Dr. Mitch Krucoff from Duke University Department of Cardiology and Dr. Harold Koenig from Duke University Department of Gerontology. Other key national researchers in the field will be used as needed. 
FUTURE STUDIES

The present study will be a pilot for further studies in the field of spirituality and medicine. After successful completion of the study, and with preliminary data, the investigators will submit a National Institute of Health R-01 grant.

RECORDS

All the evaluation documents on spirituality and well-being as well as the STS abstracted data will be stored in Dr. Manoj Jain’s office under secure and confidential conditions. All computer programs containing data from the study will be password protected.

Study Schedule
Day 1: Patient scheduled for CABG; study office notified; study coordinator reviews chart, if patient is eligible then patient is randomly assigned to the intervention group or the social visit group. Based on which group the patient has been assigned, intervention or control, the respective study coordinator meets with the patient and explains the study and informed consent to the patient. The patient declines or accepts participation in the study. If patient signs informed consent, Brief Multidimensional Measure of Religiousness/Spirituality:1999 and Well Being survey is completed and the envelope describing which group the patient has been randomized to is given to the patient. First intervention or social visit is done. (Estimated time 30 minutes)
Day 2: Intervention or Social Visit done for 15 minutes (If patient is intubated or unresponsive the study coordinator will still do the intervention and social visit)

Day 3: Intervention or Social Visit done for 15 minutes

Day 4: Intervention or Social Visit done for 15 minutes

Day 5: Intervention or Social Visit done for 15 minutes; 

Day 6 or prior to discharge Well Being survey done

Day of discharge to 60 days – Chart abstracted by Baptist Hospital STS data abstractors

Day 30 or after- Assistant study coordinator contacts patient to do 30 day follow up questionnaire. If the assigned study coordinator cannot do the intervention or social visit then the substitute study coordinator conducts the visit.
Staffing and responsibility for study

1. Principal Investigator and Co-investigators: Overall coordination of the study, contacts with IRB, maintain confidentiality, data analysis and study publication. Review taped session to assure quality control.

2. Study Coordinators: Responsible person for contacting patient, enrolling patients, doing the spiritual intervention or the social visitor intervention. Conducting the Brief Multidimensional Measure of Religiousness/Spirituality:1999 on Day 1 and the Well Being  survey on Day 1 and Day 5. On the patient letter the two study coordinators, social study coordinator and spiritual intervention study coordinator will be referred to as “study coordinator”. A substitute study coordinator will conduct intervention or social visit if the respective study coordinator is unable to do the activity. An assistant study coordinator will be responsible for contacting the patient after Day 30 to conduct a survey which will ask the patient if they have had any complications after their discharge from hospital. 
3. Consultants: To discuss any changes in the protocol based on recent literature and new studies. Help in the analysis and review the findings of the study.

 Study Coordinators activities:

1. Spiritual intervention study coordinator- this person will conduct the intervention with the patients who are randomized to the spirituality intervention.

2. Social visit study coordinator- this person will conduct the social visit with the patients who are randomized to the social visit or control group.

3. Substitute study coordinator- this person will conduct the intervention or social visit when the assigned coordinator is unable to perform the activity. The use of the substitute study coordinator will be minimized.

4. Assistant study coordinator – this person will not know which group the patient was randomized to and will make calls at 30 days after discharge to determine if the patient had any complications.
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 Attachment A: American Heart Journal Article

Attachment B: Content of the envelopes:

For Spiritual Intervention:

Dear Patient:

We want to thank you for participating in the study entitled “Feasibility Pilot Study of Spiritual Intervention and Medical Outcomes (SIAMOS) of Patients Undergoing Coronary Bypass Surgery”.

You have been randomized to receive a SPIRITUAL INTERVENTION. This intervention involves the following:

1. Study coordinator will ask you your preference of  prayer and scripture reading. The study coordinator will provide you with some samples.

2. Starting today for the next 5 weekdays the study coordinator will do your preferred prayer, scripture reading and prayer exercise for a total of 15 minutes each day.
3. On any given day the assigned study coordinator is unable to do the activity, a substitute study coordinator will do the activity.
4. Prior to discharge the study coordinator will do a brief survey, and at 30 days after surgery the assistant study coordinator will contact you to answer a brief questionnaire.
5. As part of the study we will also review your chart for additional medical information.
6. The intervention sessions will be tape recorded to maintain quality. 
7.  All data and tape recording will be strictly confidential, similar to your medical records.
8. At all times you are free to do other social, religious, or spiritual activity.
If you have any questions please ask the study coordinator or contact the principal investigator Dr. Manoj Jain at 901-765-5114.

Thank you for participating in the study.

Attachment B (continued) Content of envelope with Social Visit Intervention (control):

Dear Patient:

We want to thank you for participating in the study entitled “Feasibility Pilot Study of Spiritual Intervention and Medical Outcomes (SIAMOS) of Patients Undergoing Coronary Bypass Surgery”.

You have been randomized to receive a SOCIAL VISIT INTERVENTION. This intervention involves the following:

1. Starting today for the next 5 weekdays the study coordinator will visit you for 15 minutes each day. The study coordinator will be like a “social visitor” such as a friend or a neighbor who will discuss casual topics during the visit. They will not have any additional medical advice.
2.  On any given day the assigned study coordinator is unable to do the activity, a substitute study coordinator will do the activity.
3. Prior to discharge the study coordinator will do a brief survey, and at 30 days after surgery the assistant study coordinator will contact you to answer a brief questionnaire.
4. As part of the study we will also review your chart for additional medical information.
5. The intervention sessions will be tape recorded to maintain quality.
6.  All data and tape recording will be strictly confidential, similar to your medical records.
7. At all times you are free to do other social, religious, or spiritual activity.
If you have any questions please ask the study coordinator or contact the principal investigator Dr. Manoj Jain at 901-765-5114.

Thank you for participating in the study.

Attachment C : Spiritual Intervention 

Spiritual Intervention

I   Scripture Reading  

Approximately 5 minutes of reading
II   Prayer

The coordinator will first read the prayer then the patient and coordinator will read the prayer together

III     Prayer exercise


For the next 5-7 minutes we will do a prayer exercise- I am going to ask you to do the following 7 steps

Step 1:   Pick a focus word, phrase or prayer. Use something from your religious tradition. (Offer to Christian “the Lord is my shepherd”,  “Our father who  art in Heaven”, or “Our Father, Savior, or Hail Mary”, to Jewish “Shalom”, to Muslim “Allah”, To Hindu or Buddhist “Om”, or worlds such as “peace” or “love”. (30 seconds)

Step 2: Sit or lie quietly in a comfortable position (30 seconds)

Step 3: Close your eyes. (15 seconds)

Step 4: Relax your muscles (15 seconds)

Step 5: Breathe slowly and naturally, and as you do, repeat your focus word or prayer as you exhale. (60 seconds)
Step 6: Assume a passive attitude. Do not worry about how well you are doing. When other thoughts come to mind, simply say to yourself  “oh well”, and gently return to repeating the word or prayer (60 seconds)

Step 7: Repeat Step 5 (2-4 minutes)

Source: The Wellness Book –The Comprehensive Guide to Maintaining Health and Treating Stress-Related Illness, Herbert Benson and Eileen M. Stuart
Attachment D: Social Visit group (control group)

Greeting and brief casual conversation

 
On first visit - Introductory remarks related to the study, overview of the social visit intervention (i.e. what to expect during the visit) 15 minutes visit with open ended, non judgmental, non counseling passive listening. Topics are patient focused and general conversation. Specifically topics of spirituality and faith are to be avoided as are topics of giving medical advice.

· Topics and questions to be discussed. 

· How are you feeling today?

· How is your family?

· Before you became ill, what are some of the activities you enjoyed doing?

· Tell me about your job or prior profession.

· Local weather, daily news, events, hobbies and activities

· What you like to read?

· What TV shows you like to watch?

Attachment E: STS Form

 Attachment F

30 DAY TELEPHONE FOLLOW UP

Study ID:

Initials of data collector:

Date form completed:

I would like to ask you a few questions to find out how you have been doing since your discharge from the hospital for your cardiac bypass surgery. This should only take a few minutes.

1. Since your discharge from the hospital for your heart surgery, have you been readmitted to the hospital because of complications from your surgery?

YES

NO

If readmitted, on what date were you readmitted?  ___________

2. In helping you recover from your surgery, did you find the spiritual intervention or the social visit intervention to be:

Very Useful

Moderately Useful

Somewhat Useful

Not useful at all.

3. Other than the study intervention, would you say that during your hospitalization did you have

Too little 

Too much

About right

amount of social visitations?

4. Other than the study intervention, would you say that during your hospitalization did you have

Too little 

Too much

About right

amount of spiritual intervention?

5. What are 3 things you liked about the study?

1.

2.

3.

6. What are 3 things you did not like about the study?

1.

2.

3.

7. In the future would you recommend a friend or a relative to participate in a study similar to this?

YES

NO 

MAYBE
Those were all the questions I had. I would like to thank you very much for your time in participating in our study.

Attachment G – Brief Multidimensional Measure of Religiousness/Spirituality:1999 and Well Being survey



Study title: FEASIBILITY PILOT STUDY OF SPIRITUAL INTERVENTION AND MEDICAL OUTCOMES (SIAMOS) OF PATIENTS UNDERGOING CORONARY BYPASS SURGERY

PATIENT CONSENT FORM

_____________________________voluntarily agree to participate in this research study, 

         (Patient’s Name)

known as: FEASIBILITY PILOT STUDY OF SPIRITUAL INTERVENTION AND MEDICAL OUTCOMES  (SIAMOS) OF PATIENTS UNDERGOING CORONARY BYPASS SURGERY  and authorize __Dr. Manoj Jain___, as principal investigator and/or such assistant, as may be selected by him or her to perform the intervention described herein on you in connection with the research project outlined here.

You understand:

PURPOSE:

We are asking you to participate in this pilot study in order to design a larger study to determine if social, spiritual and psychological intervention can alter complication rates in patients undergoing Coronary Artery Bypass Surgery (CABG). 

DESCRIPTION OF THE STUDY:

The organizers of this study (physicians, chaplains and nurses) hope to learn about the effects of social, spiritual and psychological  interventions on the medical outcomes for patients scheduled to have CABG surgery by using a study design in which you are randomized in a group. 

If you agree to participate you will be randomized in one of two groups, spiritual intervention or social visitor group. The spiritual intervention group will have scripture reading, prayer and prayer exercise of the patient’s choice and the social visitor group will have a social visitor who will discuss casual topics. Sessions will be conducted for 15 minutes each day for 5 working days starting today. In both groups you are free to do any additional spiritual activity, prayers, and social visitations.

STUDY PROCEDURE:

After you complete the questionnaires, the research coordinator will give you an envelope. The envelope has been randomly picked up from a box containing equal number of envelopes from the two groups being studied. You agree to open the envelope as soon as the research coordinator or research assistant hands it to you.  Inside the envelope will be several paragraphs explaining which group you are in. You understand that your name will be provided to the Research Intervention Team.  The sessions will be tape recorded to maintain quality and consistency.
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Study title: FEASIBILITY PILOT STUDY OF SPIRITUAL INTERVENTION AND MEDICAL OUTCOMES (SIAMOS) OF PATIENTS UNDERGOING CORONARY BYPASS SURGERY

BENEFITS:

Although there may not be any direct benefit to you from participating in this research study, your participation may contribute to a better understanding of social, spiritual and psychological interventions, which may help future patients.

RISK:

This study does not in any way affect your treatment, which will be the usual care provided for patients who have had bypass surgery.  It is possible that in answering the questionnaires with the Research Coordinator, you may feel anxious, sad or alone going into surgery and you may feel free to share these feelings with the Research Coordinator.  

ALTERNATIVE TREATMENTS:

The intervention is not a treatment and you may freely decline to participate in the study.

CONFIDENTIALITY:

You understand that confidential information contained in your medical records will not be furnished to anyone outside Baptist Memorial Hospital except the research group conducting this study, without your written consent.  You understand the Food and Drug Administration, Institutional Review Board of Baptist Memorial Hospital and other appropriate research groups may inspect your records with no breech of confidentiality.  Any publication resulting from you receiving this intervention will not identify you by name.  

COST AND PAYMENTS:

There are no costs to you for participating in the study.  All costs of your surgery, hospitalization and recovery will be billed to your insurance company or to you as appropriate and will not be paid by the study.  You will not be paid for participating in the study.

COMPENSATION FOR ILLNESS OR INJURY:

You understand that in the event of physical illness or injury occurring as a result of this intervention, you will be provided with the necessary treatment and care.  However, you 

understand that you will not automatically be reimbursed for medical care or receive any other compensation as a result of physical illness or injury.

                                                      



Page 2 of 3

Version : 02/15/03
Initials_____

Study title: FEASIBILITY PILOT STUDY OF SPIRITUAL INTERVENTION AND MEDICAL OUTCOMES (SIAMOS) OF PATIENTS UNDERGOING CORONARY BYPASS SURGERY

VOLUNTARY PARTICIPATION:

Your participation in this study is voluntary and you are free to withdraw or refuse participation at any time without penalty or adversely affecting your future care at this institution.  Withdrawal will not cause a loss of benefits to which you might otherwise be entitled.  Any questions you have pertaining to the research have been and will be answered by your responsible physician, Dr. Manoj Jain at (901) 765-5114.  If questions arise regarding the ethical aspects of your participation and/or your rights as a research subject, you may contact Rev. David Drumel, Baptist Memorial Hospital at (901) 227-5471.

DISCLAIMER STATEMENTS:

A copy of this signed consent form is required to be present on your medical chart throughout your hospitalization at Baptist Memorial Hospital, and on subsequent charts should you have to be readmitted while on this particular study.  This copy will become a permanent part of your medical record.

You understand that in the event of physical or psychological injury from this research intervention, Baptist Memorial Hospital does not have funds for patient compensation either for lost wages or for treatment.  Therefore, Baptist Memorial Hospital does not provide reimbursement for such injuries.  Baptist Memorial Hospital will provide the medical and ancillary services ordered by your physician at the established charges for those services.

SIGNATURES:

You certify that you have read this consent form or that it has been read to you and you understand its contents.  You freely consent to participate in this study (SIAMOS) under the conditions described in this document.  By signing this consent form, you do not automatically waive any of your rights.  You have been given a copy of this consent form.

__________________________________       
_________________________

Patient/Subject Signature                                                            Date/Time 

__________________________________          
_________________________

Physician Signature                                                                    Date/Time

__________________________________         
_________________________

Signature of person obtaining consent                                              Date/Time
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CABG Scheduled: SIAMOS Study office notified by MD referral. 





Study coordinator reviews chart to see if patient meets eligibility criteria – If so then an envelope is picked from a box which randomly assigns the patient to the control group or the intervention group. One of the study coordinators will meet with patient.





If patient agrees then:


1. Pt. signs informed consent form and the survey is completed.


2. Pt. receives from study coordinator an envelope which notifies him/her as to which group (intervention or control) he/she is in.


3. Pt. notifies the study coordinator as to what group he/she is in and the study coordinator answers any questions the patient may have and begins the intervention or social visit.


If patient declines to participate in the study then no further activity.











Intervention Group:


Intervention study coordinator obtains information as to the faith preference, scripture preference and prayer preference


Intervention study coordinator conducts Day 1 of interventions for 15 minutes


Intervention continued on Day 2, Day 3, Day 4 and Day 5











Control Group:


Social visit study coordinator conducts a 15 minutes social visit


Visits continued Day 2, Day 3, Day 4  and Day 5 by same social visit study coordinator





On Day 5 or day of discharge, if earlier, repeat of the well-being survey done by respective study coordinators





After discharge study coordinators notify STS Data abstractors of the patient name and obtain a copy of the abstracted data sheet and electronic data. 





30 Days after discharge an assistant coordinator makes a call to patient to complete the 30 day complication sheet 
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