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WEST HAVEN, CT
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950 Campbell Ave. 11-ACLSG
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Fax: (203) 937-4926
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David A Fiellin., MD 
Associate Professor of Medicine
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Yale University School of Medicine
Phone: (203) 688-2984
Fax:  (860) 588-4505
david.fiellin@yale.edu
Kristin Mattocks, PhD, MPH 
Deputy Director

Phone: 203-932-5711 ext. 5370
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Kirsha.Gordon@va.gov
Farah Kidwai
Database Administrator
Phone: 203-932-5711 ext. 3557
farah.kidwai@va.gov 
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Phone: (203) 932-5711 ext. 5491
kristina.crothers@yale.edu 

Nancy Kim, MD, PhD
Post-doctoral Associate
Phone: 203-932-5711 ext. 5371
Nancy.Kim2@va.gov 

Forest Levin
IT Consultant
Phone: 203-932-5711 ext. 3551
woody.levin@va.gov 

Rebecca Papas, PhD
Behavioral Scientist
Phone: 203-932-5711 ext. 5323
rebecca.papas@yale.edu 
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Research Coordinator
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Biostatistician
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Kathleen.mcginnis3@va.gov 

Melissa Skanderson, MSW 
Programmer
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CLINIC SITE INFORMATION

ATLANTA

Clinic Hours
Infectious Disease
Wednesday, Thursday, Friday, 8:30 am – 12:00 noon


(and selected Tuesdays for APRNs)

General Medicine
Monday through Friday, 8:30 am – 12:00 noon
Clinic Address
Atlanta VA Medical Center


1670 Clairmont Rd.


Decatur, GA 30033


Tel: (404) 728-7748

Personnel
Principal Investigator
David Rimland, MD


(404) 728-7748


Pager: (404) 722-3122


david.rimland@va.gov 
Co-Principal Investigator


Research Coordinators
Rondeen Mindley

(404) 321-6111, ext. 17592

rondeen.mindley@va.gov 

Monique Guyinn

(404) 321-6111, ext. 17503

Monique.guyinn@va.gov
Other:
Jodie Guest, PhD


Director, HIV Research Program


(404) 321-6111 ext. 17552

jodie.guest@med.va.gov 
Community Advisory
TBA


Board Member

 BALTIMORE

Clinic Hours 

Infectious Disease:
Wednesdays 7:30 am – 1:00 pm

General Medicine:
Monday – Friday 8:00 am – 3:30 pm

Clinic Address
Baltimore VA Medical Center

10 North Greene Street 6B-137

Baltimore, MD 21201

(410) 605-7000

Fax: (410) 605-7901

Personnel
Principal Investigator
Kris-Ann Oursler, MD, ScM

(410) 605-7193

Fax: (410) 605-7914


oursler@umbi.umd.edu
Co-Principal Investigator
Rudi Titanji, M.D.
Rudolf.Titanji@va.gov
Research Coordinators
Mary Bowers-Lash


(410) 605-7000 ext. 4852


Pager: (410) 408-0005


Mbowe004@umaryland.edu
Community Advisory

Board Member
BRONX

Clinic Hours
Infectious Disease:
Monday through Friday, 8:00 AM – 4:30 PM

General Medicine
Monday through Friday, 8:00 AM – 4:30 PM

Clinic Address
Bronx VA Medical Center

130 W. Kingsbridge Road

Bronx, New York 10468

Personnel
Principal Investigator
Sheldon T. Brown, MD


(718) 584-9000, ext. 6666


Pager: (877) 693-3402

sheldon.brown@va.gov
Co-Principal Investigator

Research Coordinators

Anatoly Ponomarenko
(718) 584-9000 ext. 5839
Anatoly.Ponomarenko@va.gov
Community Advisory
TBA

Board Member

HOUSTON
Clinic Hours
Infectious Disease:
Tuesday, 1:00 – 5:00 pm


Thursday, 8:30 am – 12:30 pm

General Medicine:
Monday through Friday, 8:00 am – 4:00 pm

Clinic Address
Ambulatory Care Clinic areas 3 and 4


First Floor


2002 Holcombe Blvd.


Houston, TX 77030

Personnel

Principal Investigator
Maria Rodriguez-Barradas, MD


(713) 794-8856


Pager: (713) 794-7777, #1224



Maria.Rodriguez-barradas2@va.gov
Co-Principal Investigator
Nicholas Masozera, MD, MPH


(713) 791-1414 ext 3886


Nicholas.masozera@va.gov
Research Coordinator
Cynthia Rose


(713) 794-7482


Pager: (713) 707-2357


Fax: (713) 794-7158/-7045

Cynthia.rose@va.gov
Other 
Katharine Breaux, PAC


Physician Assistant, HIV Program


(713) 794-7943

Community Advisory
TBA

Board Member

LOS ANGELES
Clinic Hours
Infectious Disease
Tuesday, 1:00 – 5:00 pm


Friday, 8:00 am – 12 noon

General Medicine
Wednesday, Thursday, 8:00 am – 12 noon

Clinic Address
VA Greater Los Angeles Healthcare System


11301 Wilshire Blvd.


Los Angeles, CA 90073


(310) 268-3015


Fax: (310) 268-4928

Personnel

Principal Investigator:
Matthew Goetz, MD


(310) 478-3711, ext. 44716


Pager: (310) 362-0179, #55278

matthew.goetz@va.gov
Co-Principal Investigator:
David Leaf, MD


(310) 478-3711, ext. 43818


Pager: (310) 825-6301, #12261

david.leaf@va.gov
Research Coordinator:
Kurt Willis, RN, BSN, PHN


Tel: (310) 478-3711, ext. 40272


Kurt.willis@va.gov

Megan Condry, 

(310) 478-3711 ext. 49514


megan.condry@va.gov
Community Advisory:
Richard Browner

Board Member

NEW YORK, NY – MANHATTAN/BROOKLYN
Clinic Hours
Manhattan

Infectious Disease:
Monday
8:00 am – 12 noon

Thursday
8:00 am – 12 noon


Friday
8:00 am – 12 noon

General Medicine:
Monday – Friday, 8:00 am – 4:00 pm (except Wednesday am)
Brooklyn

Infectious Disease:
Monday
8:00 am – 12 noon / 1:00 pm – 4:00 pm


Wednesday
8:00 am – 12 noon / 1:00 pm – 4:00 pm


Thursday
8:00 am – 12 noon
Gen Med
Monday – Friday, 8:00 am – 4:00 pm

Clinic Address
Manhattan

423 East 23rd Street


New York, NY 10010


Tel: (212) 686-7500


Brooklyn

800 Poly Place


Brooklyn, New York, 11209


Tel: (718) 836-6600

Personnel
Principal Investigator:
Michael Simberkoff, MD


(700) 662-7104


Pager: (888) 377-2587

mike.simberkoffmd@va.gov 
Co-Principal Investigator:
David Blumenthal, MD (Brooklyn)


(718) 836-6600, ext. 3766


Pager: (917) 490-2245

david.blumenthal@va.gov 

Joseph Leung, MD (Manhattan)


(212) 951-6331


Pager: (917) 218-3887

joseph.leung@va.gov 
Research Coordinators:
Cathryn Mancini, RN


(718) 836-6600, ext. 6588


Pager: (917) 425-3267

cathi.mancini@va.gov

Darlene Chavis


Rm. 10915


Tel: [212] 686-7500 ext.3603

darlene.chavis@va.gov
Community Advisory
TBA

Board Member

PITTSBURGH
Clinic Hours
Infectious Disease:
Wednesdays 9:00am – 12:00 noon


Alternate Fridays 9:00 – 10:00 am

General Medicine
Monday through Friday 8:00am – 4:00 pm (as needed)

Clinic Address
VA Pittsburgh Healthcare System


Oakland Campus


University Drive C, 130 VACS


Pittsburgh, PA 15240


Tel: 412-688-6000

Personnel
Principal Investigator
Adeel Butt, MD

(412) 648-6401


Fax: (412) 648-6399


Pager: (412) 698-8748


butta@msx.dept-med.pitt.edu
Co-Principal Investigator
Erika Hoffman, MD


VA Pittsburgh Healthcare System



(412) 688-6000, ext. 814072


erika.hoffman@va.gov
Research Coordinator
Carol Rogina, BS

(412) 688-6000, ext. 6256

Fax: (412) 688-6916


carol.rogina@va.gov
Community Advisory
TBA

Board Member

WASHINGTON, D.C.

Clinic Hours
Infectious Disease:
Tues, Wed, and Thu 8:00 am – 12 noon

General Medicine:
Monday – Friday 8:00 am – 5:00 pm

Clinic Address
Washington D.C. VA Medical Center


50 Irving Street, NW

Washington, DC 20422

(202) 745-8000

Fax: (202) 754-8530

Personnel
Principal Investigator
Cynthia Gibert MD, ScM


(202) 745-8000 ext 7450

cynthia.gibert@va.gov
Co-Principal Investigator
Robin Peck, MD

(202) 745-8000

robin.peck@med.va.gov
Research Coordinator
Hannah Van Hook

202-745-8000 ext 5653

hannah.vanhook@va.gov

Rose Griffin

202-745-8000 ext 8457

rose.griffin@va.gov
Community Advisory
TBA

Board Member

VACS Overview

VACS Timeline

VACS Feasibility Study

July 2001:
Coordinator Training


Start-up meeting


Study preparation

October 2001:
VACS Feasibility data collection begins

June 2002:
VACS Feasibility Study Ends
VACS Full Study
June 2002:
NIAAA Full Study data collection begins

Baseline Enrollment for Atlanta, New York, Bronx, Houston and Los Angeles

July 2002:
Baseline Telephone Interviews begin

January 2003:
New Site Coordinator Training

February 2003:
Full Study Enrollment begins in


Baltimore, Washington DC, Pittsburgh

March 2003:
Patient Focus Groups begin

August 2003:
Patient Focus Groups end
September 2003:
Year One Follow-up begins at all sites


Except Baltimore and Wash. DC

November 2003:
Year One Telephone Follow-up begins


November 2003:
VACS Leadership/Strategic Planning


Meeting – New Haven

February 2004:
Provider Focus Groups begin

February 2004:
VACS Scientific Meeting – Houston

August 2004:
Provider Focus Groups end

September 2004:
Follow Up Two begins at all 8 sites


Telephone Interviews end
Fall 2005
Follow Up Three begins at all 8 sites

Jan 2007
Follow Up three closes for recruitment

Jan 2008
Follow up Four begins
Funding

National Institute on Alcohol Abuse and Alcoholism (NIAAA)

Background and Significance

AIDS and aging were once mutually exclusive conditions; the AIDS epidemic began in young adults who died before they had time to age. Yet, even early in the epidemic, there were links between HIV and aging. Clinicians spoke of AIDS as rapidly accelerated aging because AIDS, like aging, was associated with progressive physical and mental disability and, eventually, death. Further, even though the age span for people with AIDS was limited, increasing age was consistently associated with poorer survival. Finally, many of the same variables that predicted shorter survival in aging such as limitations in activities of daily living, anemia, and cognitive difficulty also predicted shorter survival in AIDS.

Since the advent of multidrug antiretroviral therapy with protease inhibitors the connection between AIDS and aging is more direct. Two recent trends are rapidly adding to the numbers of middle aged and older people with HIV infection. First, as a result of more effective antiretroviral treatment, younger people with HIV infection are aging. Estimates for expected survival based upon short term, post-HAART data depend upon baseline CD4 cell count but suggest that median survival from diagnosis may exceed 15-20 years—roughly twice the expected survival prior to 1992. Thus, someone who is 35 years old at diagnosis (the median age of diagnosis nationally) would now be expected to live to 50 or 55 years of age. In contrast, prior to 1992 they would have been lucky to live to see 40 or 45 years of age. Second, a growing number of older people are newly infected with HIV. In 1999 alone 78,197 people over the age of 50 were newly diagnosed with AIDS accounting for 10.6% of all cases reported to the CDC that year; 10,002 people (1.4% of all cases) were over 65 years of age. As these two trends would suggest the prevalence of HIV infection among older people is rising, while 10% of new AIDS cases occur in those over 50 years of age, 14% of all people living with AIDS are over 50 years of age. Further, the number of persons 65 years of age and older at AIDS diagnosis has grown ten-fold in the last 10 years (from 1,008 to 10,002).

In sum, people are growing older with HIV; older people are contracting HIV infection; HIV is now a chronic disease characterized by complex long-term treatment, and related and unrelated comorbid conditions. Much can be learned from approaching chronic HIV infection with an aging perspective.

Objectives and Specific Aims
The broad objective of the proposed study is to examine the relationship between HIV disease and aging. More specifically, we will compare HIV disease progression, socioeconomic indicators, patient health behaviors, patient outcomes, and the patient-provider relationship between racially diverse, aging HIV infected and non-infected adults (veterans) and determine the impact of general medical and psychiatric comorbidities and alcohol and illicit drug use on these factors. The long range goal of the study is to design and implement interventions to improve the outcomes of patients aging with HIV infection complicated by major, common and often overlapping comorbid conditions. This will occur in multiple phases beginning with planning and feasibility studies. Thus the aims of the present study are to describe and compare among HIV+ and HIV- veterans in care:
· Survival and quality of life

· HIV disease progression (among HIV+ only)

· Occurrence and progression of major neurocognitive, psychiatric and medical comorbid conditions

· Occurrence and severity of comorbidities that may also be the result of drug toxicity (hepatitis, pancreatitis, cytopenias, diabetes, lipid abnormalities, peripheral neuropathy)

· Occurrence of depressive symptoms, substance abuse, homelessness

· Adherence to HIV and general medical treatment
· Health care utilization (clinic visits, urgent care visits, hospitalizations)
· Biochemical tests and surrogate disease markers for HIV and comorbid conditions

· Immune function and viral response to antiretroviral therapy

· Role of alcohol in HIV risk behavior, disease progression, comorbidity, and antiretroviral toxicity.
Furthermore, we will look at associations between these factors and determine whether they vary by age and/or HIV serostatus.

Methods
The Veterans Aging Cohort Study (VACS) is a prospectively consented, longitudinal cohort study of HIV positive (+) veterans and age-race-site group matched HIV negative (-) controls in care at 8 VA facilities (Manhattan/Brooklyn, Baltimore, Bronx, Washington D.C., Houston, Los Angeles, Pittsburgh and Atlanta). We expect to enroll a total of 3000 HIV positive and 3000 HIV negative patients at these sites. Patients and their providers will complete self-administered surveys. Additional patient information will be sought from the VA electronic medical record by the Coordinating Center. A subset of patients reporting alcohol consumption in their lifetime -- approximately half the cohort, or 3000 overall -- at each site will also be asked to participate in Telephone Interviews. The purpose of the Telephone Interview is to collect more detailed information about current and past alcohol consumption (Timeline Follow Back calendar [TLFB]) and lifetime drinking patterns (Lifetime Drinking History [LDH]).
Although there will be continued baseline enrollment, follow-up surveys will begin after the first 12 months. They will be a modified version of the baseline and administered every 6 months. These follow-ups will include repeat questionnaires and telephone interviews. The VA Connecticut Healthcare System will serve as the main study Coordinating Center (CC) whereby data entry, storage, management, and analyses will take place, along with overall study management. Data entry will continue at the Coordinating Center in Pittsburgh until January 2004 until Teleform operations move to the Connecticut CC. Pittsburgh will continue to serve as a clinical site and data analysis site. No patients will be recruited from the West Haven site.
Study Sample
Consecutive enrollment of patients will occur over a twelve-month period beginning June 2002. All eligible and consenting HIV+ patients receiving care in the Infectious Disease Clinic will be enrolled. A sample of eligible age, race, and site group-matched HIV- patients receiving care in the General Medicine Clinic will also be enrolled. The Coordinating Center will work with the site personnel to generate recruitment lists and track patient recruitment into the study. Site Research Coordinators will secure permission from patient PCPs (primary care providers) to approach and enroll individuals into the study.
Data Collection

Data sources for the study will include the following.
Questionnaires – Both the patient and his/her PCP will complete a self-administered questionnaire that will collect information regarding demographics, treatment adherence, risk behavior, symptoms and quality of life, medical history, health behaviors (e.g., smoking, exercise), alcohol and illicit drug use. The PCP will also complete a one-time provider questionnaire that will collect information about the provider’s characteristics, including demographic information, professional training, and treatment experience and perceptions.
VA Electronic Medical Record – The VA has a nationally linked system of electronic medical records that contains medical and administrative data, Beneficiary and Identification Records Location System (BIRLS), and pharmacy data.
National (External) Data Sources – Data from Medicare and the National Death Index will be examined to supplement the VA medical record with regard to health care utilization and deaths, respectively.
Telephone Interview – A more comprehensive assessment of current and past alcohol consumption and adherence to medications will be conducted in all patients enrolled into the main study who report any alcohol consumption using the Timeline Followback Calendar (TLFB) and the Lifetime Drinking History (LDH; see appendices). The TLFB provides multiple summary measures of alcohol consumption for a given time period including 1) number of days abstained, 2) number of drinks, 3) number of drinks/drinking day, 4) number of days the patient drank 1-6 drinks, and 5) number days the patient drank > 6 drinks (binge drinking). The TLFB yields reliable and accurate reports of drinking in a number of settings and time periods up to one year and can be completed in 15-30 minutes (10). The LDH is a standardized questionnaire used to assess lifetime patterns of alcohol consumption. Patients who report any alcohol consumption (other than a “never” response) as determined by a “trigger” question in the VACS Patient Questionnaire (#16. How often do you have a drink containing alcohol? ) will be eligible to participate in a structured interview during which the LDH will be administered and the TLFB will be used to assess alcohol intake over the previous 12-month period. Patients will indicate on the main study consent form that they are willing/unwilling to participate in the telephone interview if they are deemed eligible as described above. If the patient is eligible, interested and consented, the site Research Coordinator will forward his/her name and phone number to the study CC. The Survey Research Program (SRP) of the University Center for Social and Urban Research (UCSUR) will telephone the patients approximately 4 weeks after their enrollment date and utilize a Computer Assisted Telephone Interviewing (CATI) protocol to administer the LDH and TLFB. The interview will be completed in 15-30 minutes. The SRP interviewers and field supervisors are extensively trained in general and project-specific interviewing techniques and maintain rigorous quality control standards for all aspects of data collection and management. Data will be electronically transferred to the study CC on a weekly basis.

Focus Groups -- Four focus groups at each of the 8 VA study sites will be conducted and analyzed by Dr. Martha Terry under the direct supervision of the Alcohol and Behavior Change Committee and Drs. Joseph Conigliaro and Stephen Maisto. A convenience sample of enrolled patients, by age and alcohol use, will be asked to participate, as will, similarly, a convenience sample of Providers. Each focus group will consist of 6-12 patients and participating providers, consented and enrolled in VACS. Each focus group will meet separately, in groups organized as follows: 1) HIV+ Veterans; 2) HIV- Veterans; 3) Infectious Disease Providers; and, 4) General Internal Medicine Providers, respectively. Providers will also be asked to participate in a brief follow-up telephone interview, to be completed after the focus group. The purpose is to explore patient and provider beliefs and behaviors regarding alcohol consumption, and other health related behaviors, and their associated medical risks. The qualitative data collected will eventually inform the design for more effective clinical interventions. A script, developed from quantitative data collected at baseline, will guide the focus of the group discussion. As the group discussion proceeds, the script is designed to expose gaps between knowledge of particular risks and specific behaviors – especially as they relate to alcohol use and abuse. The script will also, ideally, expose where and why the gaps exist, and thereby, provide an opportunity to narrow them with well-designed interventions. Once data from these groups are gathered, Dr. Martha Terry and a trained Research Assistant will code the data independently. These data will be transcribed from audio tapes. Once transcription is complete, the audiotapes will be destroyed.

STUDY PROCEDURES

Getting Organized
It is helpful to organize the study materials and supplies prior to distributing questionnaires. Organization ahead of time will prevent or minimize the problems encountered in the clinical research setting.

It is preferable that you have an office or other designated area in close proximity to the clinics where patients will be recruited. Such an arrangement will allow for the storage of and access to the materials you will need to administer the questionnaires. This office or area needs to be relatively private and secure so that completed questionnaires and other patient information can be stored in locked filing cabinets. Patient confidentiality is of paramount importance for the study.

Supplies and Materials
You will need the following supplies to be readily accessible:
· Questionnaires (patient and provider)

· Baseline Participant Checklists

· Consent Forms (main study – Telephone Interview)

· Study Information Sheet/Brochure

· Pens

· FedEx envelopes

· Printout of Scheduled Patient Appointments (ID and GenMed clinics)

· Folders

· Clip Boards

· Post-It Notes

· Paperclips

· Stapler, Staples, and Stapler Remover

· Notebook to be used as a journal/log

· Cash or vouchers for patient payments and receipts

Recruitment Folder
Assembling packets of questionnaires and forms prior to recruitment can assist in organization. Each folder should include a patient questionnaire, a provider questionnaire, a participant checklist, consent forms, and a payment voucher and/or receipt. Remember that there are clinic specific forms for both the patient and provider questionnaires. Anticipate the number of patients you’ll be approaching and enrolling and have that number of folders on hand when you enter the clinic.
Approaching and Enrolling Patients

Situate yourself in the clinic in a way that will enable you to detect new arrivals. You may be unfamiliar with the patients and it is unlikely that the clinical staff will be readily available to identify patients for you. However, there may be a sign in sheet that you can check. Do not hover near the patient as they sign in. Instead, stand some distance away and approach as the veteran goes to the waiting area for a seat. Check the name against your list. If the patient is eligible (their name is on your clinic list and they have not completed the questionnaire yet) complete the necessary administrative information (date, ID numbers, names, etc) at the top of the patient and provider questionnaires. You are now ready to approach the patient. It is often most useful to approach patients soon after signing in and before they have a chance to strike up conversations with other patients. Having the patient complete the questionnaire while they are waiting to be seen is the best use of his/her time and yours. Periodically check the sign in sheet for names that you may have missed that day. The Baseline Participant Checklist can be completed at any time during the recruitment process.
Distributing Provider Questionnaires
The provider (resident, fellow, attending - clinician assessing patient during that visit) of each patient enrolled into the main study will be asked to complete the one-page Provider Questionnaire. There are separate versions for the ID and Gen Med clinics that vary slightly with regard to content. The site RC will be responsible for delivering the questionnaire to the providers and collecting them upon completion. The site RC will also photocopy and include the originals in the regularly scheduled FedEx to the CC.

Distributing the Provider Characteristic Questionnaire
The provider (major management decision-maker for the patient enrolled) of each patient enrolled into the study will also be asked to complete the one-time Provider Characteristic Questionnaire. Depending on site preference, the PI (ID clinic), Co-PI (Gen Med clinic) or RC will distribute the questionnaire to the appropriate providers. The site RCs will be responsible for collecting the completed questionnaires, photocopying them, and including the originals in the regularly scheduled FedEx to the CC.
Study Population: ID Clinic
To determine recruitment rates, the total number of patients seen in the ID Clinic during the recruitment period must be known. To establish this number, an Access Database has been created to track patient flow. Eventually, every patient that has been seen in the ID Clinic will have a unique study ID number. The Site Research Coordinators (RC), as employees of the clinics, have access to the names and social security numbers of every patient. However, the Coordinating Center (CC) can only receive the names and social security numbers of enrolled patients. Personal identifying information for non-enrolled patients must be removed (blackened out) prior to sending the database to the CC.

Prior to each clinic, the following information for each scheduled patient should be entered into the database: The study ID (assigned consecutively); the last and first name of the patient; the patient’s social security number; and whether they are eligible to participate (a checked box indicates they are eligible, a blank box indicates they are not). Eligibility is based on whether their provider agrees to let the RC approach the patient regarding the study. Each patient should only be entered once. If they are in the database from a previous visit, do not re-enter this information. If this is their first time in the clinic during recruitment, enter the Visit Date.

During the clinic, approach the patients that are listed as eligible, have not been enrolled previously, and have not refused to participate. The remainder of the form should be completed after the patients have been approached:

If the patient agrees to participate, copy their Study ID into the Enrolled box; the form for this participant is complete, then end form.

If the patient does not show up for their appointment, check the No Show box, then end the form. This patient should be approached at their next visit.
If the patient refuses to participate, check the Refused box. The RC should ask the patient if it would be OK to approach them again at another visit. If yes, check the Again box and end form. This patient should be approached at their next visit. If the patient has no interest in the study, do not check the Again box and write in reason for refusal if one is given, then end the form.
If the RC does not contact the patient during that visit, check the Not Approached box and specify the reason that they were missed (e.g., late for appointment, clinic too busy, time taken with another participant, etc.), then end form.

If the patient is a no show, refuses (and allows for future contact), or missed that visit, follow the same model outlined above by first replacing the date then completing the relevant fields. Each field after Visit Date is regarding that date only and should be completed with that reference.
Study Population: General Medicine Clinics
Recruitment in the General Medicine (Gen Med) clinics will be determined by an algorithm that provides for a sample of HIV- patients group-matched for race, age, and site. The CC will use data from the Immunology Case Registry to determine the age and race distributions (proportions) of HIV+ patients for each of the five VA clinical sites. The numbers of HIV- patients to recruit from each site, by age and race, will be determined by multiplying each age and race specific proportion by the goal for each corresponding site. The CC will provide each site with a recruitment table that details the number of patients to recruit by age and race subcategory (see appendices) until the cells are filled.

To determine rate of recruitment, the total number of patients approached in the Gen Med Clinic during the recruitment period must be known. To establish this number, an Access Database has been created to track patient flow. Only patients who are approached for recruitment according to the algorithm will have a unique study ID number. The Site RCs, as employees of the clinics, have access to the names and social security numbers of every patient. However, the CC can only receive the names and social security numbers of enrolled patients. This identifying information for non-enrolled patients must be removed (blackened out) prior to sending the database to the CC.

The Gen Med Clinic table can be completed in the same manner as the ID Clinic table in the Access database.

Enrolled Participants

Once a participant is enrolled in the study, the Site RC will begin the Baseline Participant Checklist. The form begins with the Study ID, full name, and social security number of the participant. The date the participant signs the consent and completes the questionnaire is the Date Enrolled. Check Consent and Receipt (of payment) if these are given. Check that the Participant Questionnaire is complete and provide the date the Provider Questionnaire is completed.
The last two lines are intended for 6-month follow-up and will be detailed in a subsequent MOO devoted to the longitudinal portion of this study.
Study Identification Numbers
Site IDs
Each Site has been assigned a unique ID number as follows:

1 = Atlanta


2 = Bronx


3 = Houston


4 = LA


5 = Manhattan


6 = Baltimore


7 = D.C.


8 = Pittsburgh

To distinguish between ID Clinics and General Medicine Clinics, the following number system has been implemented:

1 = ID Clinic


2 = Gen Med Clinic

These numbers will be incorporated into Provider and Participant IDs.

Patient IDs

Each patient will be assigned a unique ID number by the site RC. This 6 digit number will begin with the Site ID number (1-8), then the clinic ID number (1-2), with the last four digits assigned consecutively. For example, the 23rd patients listed in the Gen Med clinic as a control in Manhattan would be given the Participant ID 520023.

Provider IDs

Each provider will be assigned a unique ID number by the site RC. This 4 digit number will begin with the Site ID number (1-8), then the Clinic ID number (1-2), with the last two digits assigned consecutively. For example, the third ID provider in Houston would be given the Provider ID 3103.

A list matching the provider name to their unique ID number will be kept by the RC at the site.

Obtaining Informed Consent

If possible, take the patient to a quiet and private area to discuss the questionnaire and complete the consent process. Hand the patient the consent form and read it to them, asking them to read along. It is very important to remember that informed consent is an ongoing process that requires repetition and reminding the patient of the study aims, protocol, risks, and benefits. Allow patients to ask questions as they arise. Once the consent has been fully reviewed and all questions answered, ask the patient to initial and sign the consent form as indicated; then sign the consent yourself. Give the patient a copy of the signed consent form.

Other points to consider during the informed consent phase:
· Introduce the project as a way to help improve the primary care and health outcomes of people aging with HIV.

· Emphasize that all data will be kept confidential — no one will be able to link their identity to their answers — this includes their physicians and the VA.
· Assure them that completing the questionnaire will have no affect on their VA benefits or medical care.
· Explain that the questionnaire will collect information about medications, health habits, their provider, their symptoms, and their health.
· Tell them that they can complete the questionnaire while waiting for their appointment and if necessary, it can be finished after their appointment or while waiting for other procedures.

· Remind them that you will be available to answer questions they might have and will help them if they do not understand a question or have difficulty reading the questionnaire.

· Explain that the questionnaire needs to be completed and returned to the Research Coordinator before leaving the clinic that day and that they will receive $20 cash (or a voucher to be exchanged for cash) when they return the completed questionnaire.

· Answer any questions they may have and address their concerns.

· If present, involve family members in the discussion if they appear interested. Do not ignore them.

Patients may be suspicious of the VA and the government. Listen to their comments and assure them that neither the VA nor the government will have access to their research information. All data will be coded so that their identity cannot be linked to their information. The results of the study findings will only be reported in aggregate form without any individual references.

Patients may want to know if their doctor is ok with them completing the questionnaire. Let them know that all of the clinic staff is supportive of the study and approve the patient’s participation.

Patients may wish to use you as a sounding board for their complaints. If this occurs, be patient and listen, but remind them that you are not involved in their clinical care and that they should discuss their concerns with their physician.

If patients want to discuss participation with their physician first, allow them to do so. Give them a study information sheet or brochure to take with them as a reminder, and tell them you will talk to them again during their next visit. Let them know you will be around if they have other questions after talking to their provider. If, after talking with their physician, they want to participate in the study, proceed with the consent process.

Once the consent is complete, ask the patient the name of their regular primary care provider and write that name at the top of the patient questionnaire. Tell the patient that the questions in the survey that mention provider should be answered with respect to their regular primary care provider regardless of who they will see that visit.

Teleform( Formatting

All survey data are entered twice into a local database at the Coordinating Center (CC) with Teleform™ v7.0 ICR Technology. Teleform™ is a self-contained software package for automated form entry that designs, scans, verifies and enters data. This scannable technology allows questionnaires to be entered into a database as soon as they are received, producing a real time database. It also preserves the full image of the questionnaire so that it may be reviewed for written in comments and other “stray” marks. This technology requires that the cornerstone marks on each corner of the form and the bar code or number on the upper left corner be in tact for scanning. Any tears or marks will render the form unscannable and will need to be entered by hand.

Provider Questionnaires

There will be two separate provider questionnaires. Each Provider who examines a patient on the date that he/she is enrolled in the study will be asked to complete a Provider Questionnaire. These questions will relate specifically to the health habits and status of the enrolled patient. The providers should not consult the medical records when completing the questionnaire. This questionnaire will indicate how well the provider knows his/her patient. Chart reviews and electronic medical records will be used to supplement and validate their answers. The ID Clinic and Gen Med Clinic have unique forms. The items are identical except for item 8, which asks about HIV antiretroviral meds on the ID form and general prescription meds on the Gen Med form.
	SURVEY DOMAIN
	QUESTION #s
	ITEMS

	Primary Care Provider
	1
	Designated Provider in CPRS

	Relationship with Patient
	2
	Primary Provider

	
	3
	Time as Primary Provider

	
	4
	Like Working with Patient

	
	5
	Closeness to Patient

	Degree of Illness
	6
	How Sick is Patient

	
	7
	Probability of Survival in 10 Years

	Adherence to Medications
	8
	Missed Doses

	Health Behaviors
	9
	Smoke, Drink, Illegal Drug Use

	Psychiatric Comorbidities
	10
	Anxiety, Depression, PTSD, Schizophrenia

	Medical Comorbidities
	11 a-n
	Comorbidities Ever Had


The PROVIDER NAME on the top of the form refers to the name of the provider that clinically assessed the patient during that visit regardless if they are the patient’s regular provider. The Site RC will collect and review the completed questionnaires to make sure all the questions have been answered completely and appropriately. If there are missing items or if more than one response is marked per item, please clarify this with the provider. Finally, fill in any circles that are not marked completely.

Each provider will also be asked to complete the VACS Provider Characteristic Questionnaire only once. The provider responsible for completing this questionnaire should be the major management decision-maker for the patient enrolled. The questionnaire will gather information about the provider demographic profile, background, health behaviors and attitudes, and clinical health care experience.

	SURVEY DOMAIN
	QUESTION #s
	ITEMS

	Demographics
	1
	Age

	
	2
	Race

	
	3
	Sex

	Professional Status
	4
	Specialty

	
	5
	Degree

	
	6
	MD Status

	
	7
	Board Certification

	
	8
	Years in Practice

	
	9
	Expertise (Gen Med, HIV)

	Health Habits/Behaviors
	10 a-c
	Alcohol, Smoking, Exercise

	
	11
	Chronic Condition Requiring Meds

	
	12
	Life Threatening Condition Ever

	
	13
	Struggle with Weight Control

	Clinical Experience
	14 a
	Number of Patients in Typical Week

	
	14 b-j
	% of Patients with Comorbidities

	
	14 k-m
	% of Patients who smoke, use drugs, drink

	
	14 n
	% of Patients who Adhere to Medication Regime 

	Practice Attitudes
	15 a-e
	Comfort Level Prescribing Medications

	
	16 a-I
	Disease Management

	
	16 j-o
	Ability to Change Health Behaviors


Ideally, the provider questionnaires should be completed and collected the same day the patient is examined and enrolled into the study. This is not an easy task given the busy schedule of the providers. The site RCs should attempt to establish this routine with the providers at the outset of the study. If they do not return the questionnaires on the same day, the goal should be within a 24-48 hour period. Make copies of the questionnaire; the original will be sent to the CC. The copies need to be kept in a secure location (locked file cabinet) at each site.

Patient Questionnaire
Patients will be asked to complete their questionnaire while they are waiting to see their provider. This questionnaire collects information about demographics, adherence, comorbid conditions, health-related quality of life, depression, health care utilization, symptoms, and psychosocial factors. The ID Clinic and Gen Med Clinic have unique forms although there is substantial overlap. Items from the ID form that ask specifically about being HIV infected have been eliminated or altered for the Gen Med form.
	SURVEY DOMAIN
	ID ITEMS
	ID #
	GENMED ITEMS
	GENMED #

	Primary Care Provider
	Primary Care Provider
	1
	Primary Care Provider
	1

	Pre-Existing Conditions
	Comorbidities Ever Told
	2 a-s
	Comorbidities Ever Told
	2 a-s

	Health Habits
	Weight
	3
	Weight
	3

	
	Height
	4
	Height
	4

	
	Exercise
	5
	Exercise
	5

	
	Complimentary and Alternative Medicine
	6 a-m
	Complimentary and Alternative Medicine
	6 a-m

	
	Enough Food
	7
	Enough Food
	7

	
	Homelessness
	8 - 11
	Homelessness
	8 - 11

	
	Smoking
	12 -14c
	Smoking
	12 - 14c

	
	HIV Causes AIDS
	15
	HIV Causes AIDS
	15

	
	Use of Alcohol (includes item about use after HIV+)
	16 - 26
	Use of Alcohol
	16 - 25

	
	Use of Drugs (not alcohol)
	27 - 36
	Use of Drugs (not alcohol)
	26 - 35

	
	HIV Tested + Date
	37
	HIV Tested Ever
	36

	
	Time to Seek Medical Care after Testing Positive
	38
	At Risk for HIV
	37

	Health Behaviors
	HIV Risk Factors
	39 a-g
	HIV Risk Factors
	38 a-g

	
	Sexual Behavior
	40 - 44
	Sexual Behavior
	39 - 43

	
	IV Drug Use
	45 - 53
	IV Drug Use
	44 - 52

	PsychoSocial Aspects of Health
	Decision Making
	54 a-d
	Decision Making
	53 a-d

	
	Social Support
	55 - 56
	Social Support
	54 - 55

	
	Self-Efficacy/Coping
	57 a-i
	Self-Efficacy/Coping
	56 a-i

	
	Religiosity
	58 - 63
	Religiosity
	57 - 62

	
	Utility 
	64
	
	

	Health Care Utilization
	Utilization
	65 - 68
	Utilization
	63 - 66

	
	Satisfaction/Relationship with Provider
	69 - 78
	Satisfaction/Relationship with Provider
	67 -76

	Medication Adherence
	HIV and Genmed Meds
	79 - 85
	Genmed Meds Only
	77 - 78

	Symptoms
	Symptoms
	86 a-t
	Symptoms
	79 a-t

	
	Symptoms Related to HIV and Genmed Meds
	87 - 88
	Symptoms Related to Genmed Meds Only
	80

	Quality of Life
	Depression Screening (PrimeMD)
	89 - 90
	Depression Screening (PrimeMD)
	81 - 82

	
	Depression Screening (Beck)
	91 a-g
	Depression Screening (Beck)
	83 a-g

	
	Physical Limitations
	92 a-l
	Physical Limitations
	84 a-l

	
	Health Related Quality of Life (SF-12)
	93 - 104
	Health Related Quality of Life (SF-12)
	85 - 96

	Demographics
	Education
	105
	Education
	97

	
	Race
	106
	Race
	98

	
	Marital Status
	107
	Marital Status
	99

	
	Number in Household
	108
	Number in Household
	100

	
	Employment
	109
	Employment
	101

	
	Income
	110
	Income
	102

	
	Sex 
	111
	Sex 
	103


The questionnaire is 29 pages long for the Gen Med patients and 31 pages for the ID patients. Although this will seem like a lot to the patient, the form has been designed to be easy to read and follow.

The Site RC should ensure that the patient’s name, patient ID, and date are complete on both the patient and provider questionnaires. The name of the provider seen during that visit should appear at the top of the form. The questions should be answered with respect to their regular or primary care provider regardless of who they will see that visit. If the patient is new to the clinic, have them complete the questionnaire during their next (2nd) visit.

The RC should ask the patient to read each set of directions prior to answering the questions. Ask that he/she answer all of the questions and completely darken the circle responses rather than make a check mark. Point out to the patient that there are skip patterns to some of the questions depending on their answer and ask that they pay attention to these when they arise. Some of the questions may ask about the past 4 weeks, some cover a year, and some are about the present moment. The RC should offer to help complete the form and remain available to answer patient questions that arise.

The completed questionnaire is to be returned the RC (not clinic staff) as soon as the patient is finished. It is acceptable for the patient to take it with them in the exam room or complete it after the visit with their provider.

Once the questionnaire is returned, the RC will review it quickly to for completeness, making sure that all of the questions have been answered as instructed. Pay particular attention to items that are missed, have more responses than are allowed, written notes of clarification by the patient, and inappropriately completed skip patterns. If errors are noted, ask the patient to clarify any missing questions, items with double marks, and incorrect skip patterns. Circle and initial the correct response. If the patient refuses to complete an item, indicate on the form that they were questioned about their refusal and document the reason for their refusal.
Once the questionnaire is reviewed for completeness and all questions clarified, the RC can give the patient the $20 payment and/or voucher and ask that they sign a receipt. Make copies of the questionnaire; the original will be sent to the CC. The copies need to be kept in a secure location (locked file cabinet) at each site.

Telephone Interview

A more comprehensive assessment of current and past alcohol consumption and adherence to medications will be conducted in all patients enrolled into the main study who report any alcohol consumption using the Timeline Followback Calendar (TLFB) and the Lifetime Drinking History (LDH; see appendices). The TLFB provides multiple summary measures of alcohol consumption for a given time period including 1) number of days abstained, 2) number of drinks, 3) number of drinks/drinking day, 4) number of days the patient drank 1-6 drinks, and 5) number days the patient drank > 6 drinks (binge drinking). The TLFB yields reliable and accurate reports of drinking in a number of settings and time periods up to one year and can be completed in 15-30 minutes (10). The LDH is a standardized questionnaire used to assess lifetime patterns of alcohol consumption. Patients who report any alcohol consumption (other than a “never” response) as determined by a “trigger” question in the VACS Patient Questionnaire (#16. How often do you have a drink containing alcohol? ) will be eligible to participate in a structured interview during which the LDH will be administered and the TLFB will be used to assess alcohol intake over the previous 12-month period. Patients will indicate on the main study consent form that they are willing/unwilling to participate in the telephone interview if they are deemed eligible as described above. If the patient is eligible, interested and consented, the site Research Coordinator will forward his/her name and phone number to the study CC. The Survey Research Program (SRP) of the University Center for Social and Urban Research (UCSUR) will telephone the patients approximately 4 weeks after their enrollment date and utilize a Computer Assisted Telephone Interviewing (CATI) protocol to administer the LDH and TLFB. The interview will be completed in 15-30 minutes. The SRP interviewers and field supervisors are extensively trained in general and project-specific interviewing techniques and maintain rigorous quality control standards for all aspects of data collection and management. Data will be electronically transferred to the study CC on a weekly basis.

Focus Groups
Four focus groups at each of the 8 VA study sites will be conducted and analyzed by Dr. Martha Terry under the direct supervision of the Alcohol and Behavior Change Committee and Drs. Joseph Conigliaro and Stephan Maisto. A convenience sample of enrolled patients, by age and alcohol use, will be asked to participate, as will, similarly, a convenience sample of Providers. Each focus group will consist of 6-12 patients and participating providers, consented and enrolled in VACS. Each focus group will meet separately, in groups organized as follows: 1) HIV+ Veterans; 2) HIV- Veterans; 3) Infectious Disease Providers; and, 4) General Internal Medicine Providers, respectively. Providers will also be asked to participate in a brief follow-up telephone interview, to be completed after the focus group. The purpose is to explore patient and provider beliefs and behaviors regarding alcohol consumption, and other health related behaviors, and their associated medical risks. The qualitative data collected will eventually inform the design for more effective clinical interventions. A script, developed from quantitative data collected at baseline, will guide the focus of the group discussion. As the group discussion proceeds, the script is designed to expose gaps between knowledge of particular risks and specific behaviors – especially as

they relate to alcohol use and abuse. The script will also, ideally, expose where and why the gaps exist, and thereby, provide an opportunity to narrow them with well-designed interventions. Once data from these groups are gathered, Dr. Martha Terry and a trained Research Assistant will code the data independently. These data will be transcribed from audiotapes. Once transcription is complete, the audiotapes will be destroyed.

Year One Follow-up Questionnaires

The RC at each site will generate a list of patients designating patients in each clinic who are due for follow-up interviews. The SSNs can then be matched to patients who have appointments in their respective clinics so that the RCs can attempt to obtain the second interview on a day when the patient has an appointment. Ideally, the Follow-up interview should occur near the 12-month anniversary of the baseline enrollment date. However, the Coordinating Center will accept surveys done between 6 months and 18 months after the baseline enrollment date. It is important to attempt to interview the earliest enrollees first and then work down the list in a chronological manner.
If the patient (especially a Gen Med patient) has no appointments scheduled, the RC will need to try to contact the patient to come in for a “study visit.” In this case, a provider questionnaire will not be valid. Also, if the patient has an appointment with a specialty provider (i.e. podiatrist, dermatologist, etc.) but not a PCP, a provider questionnaire is not filled out. Patients will receive $20 for completing a Year One Follow Up questionnaire

Year One Telephone Follow-up Interviews

If it is known that a patient has 1) completed a baseline paper survey, 2) completed a baseline telephone survey, and 3) completed a Year One paper Follow Up Survey, the patient is then eligible for the Year One Telephone Interview. Only 1500 patients will be called for this portion of the study. UCSUR will generate a random list of those eligible. Those eligible will be called within 2 months of completion of the Year One Follow-up paper survey. Patients completing this second telephone interview will be paid $10 in the mail by UCSUR personnel.
Follow Up Questionnaires

The same procedure used in the Year One Follow Up questionnaires should be used in all Follow Up years. The RC should attempt to enroll the “earliest” patients first. If a patient is scheduled for a clinic visit in the near future, and it has been 6 months since the previous questionnaire has been administered, the RC is encouraged to administer Follow Up in order to capture a Provider questionnaire corresponding to that clinic visit. Patients will receive $20 for completing a Follow Up questionnaire.
Mailing of questionnaires

If all other attempts have been made to administer a survey in person, the RC should consider mailing out surveys to those patients who have no clinic visits scheduled and cannot or will not come in for a separate study visit. All mailings are subject to unique regulations as to procedures at a specific site. Certain study sites have IRB constraints. It is important to keep privacy policies in mind especially when using return envelopes. Most sites use the following procedures:

telephone patient to confirm willingness and mailing address

send out consent form (if needed) and survey with return postage paid mailing envelopes and instructions

when survey is received at study site, mail out payment and receipt with instructions for returning signed receipts (if necessary)
Patient Payments

Main Study: Patients will be given $20 upon completion of the questionnaire. This will be in the form of cash or a voucher that can be redeemed by the VA cashier. Patients must sign a receipt for payment. Please keep all cash, vouchers and receipts in a security lock box. Make copies of all receipts and include the originals along with the completed questionnaires in the weekly FedEx to the CC.

Telephone Interview: Patients will be given $15 in cash (by mail) by the Coordinating Center. (Of note: UCSUR is responsible for these payments beginning September 1, 2003 and thereafter.) Year One Telephone interview payments are $10.
Quality Control

Site Research Coordinator Training
Site RCs must undergo study training prior to initiation of data collection. The 2-day training session will focus on the components of the main study as well as the substudies (Telephone Interview and Focus Groups). Personnel at the CC will be responsible for the main study training.
Questionnaire Quality

Upon completion of the questionnaire and preferably before the patient leaves the clinic, please be certain that each circle is darkened completely. Verify missing and inappropriate answers with the patient and under no circumstances should you fill in answers that have been left blank. Remove staples from the pages carefully to avoid tearing the form. Once copied, DO NOT re-staple questionnaires and forms that are sent to the CC for data entry. Make certain that the unique IDs on all forms match for each individual. Follow the same basic review procedure for the Provider Questionnaires. The consent forms may remain stapled; it is important that the study ID is entered on the first page of the consent.

As mentioned previously, all questionnaires and forms will be double entered using TeleformTM at the CC for quality control purposes. The CC will contact the site regarding data edits.

Patient Research Files

Copies should be made of all paperwork, including the questionnaires, tracking forms, consent forms (in some cases you will be required to keep the original), and the payment receipts. Each enrolled patient should have a file in which all forms and relevant information is assembled. The research files must be maintained in a locked file cabinet in a secure office or room.

Site Visits
Coordinating Center personnel (study Project Coordinator) will conduct yearly site visits . The purpose of this visit is to review site performance in terms of adherence to study protocol, recruitment and tracking of patients, the informed consent process, completion of questionnaires and other study forms, and other study-related issues that might arise. The Project Coordinator will provide each site with a summary of the visit along with recommendations for needed improvement or modification in any of the above-noted areas.

Correspondence with the CC

Weekly FedEx

On the last day of clinic each week, a package of the original questionnaires and forms, the original (or copied) informed consent, the original receipts, and the most recent copy of the Access database (without names and SSNs) should be mailed by FedEx to the CC. A PO will be provided by the CC for FedExing purposes. Keep a copy of the packing slip for tracking purposes and fax a copy to the CC as well. It is important to remember to keep copies of everything you send. To avoid lost or misplaced packages, please hand deliver the weekly package to the best drop off location for FedEx or call for a scheduled pick-up.

Setting up FedEx on line

By setting up an account - using VACS Account and Billing numbers - you'll be able to generate and print out labels, track shipments, and keep detailed records. Please contact the Coordinator at the Coordinating Center for specific account instructions, user ID and password.
Conference Calls

Site RCs will participate in bi-weekly conference calls for the first 12 months of the study and during the early months of follow-up interviews to discuss protocol and patient issues. Thereafter, conference calls will be conducted monthly. RCs may also be asked to participate in other committee or workgroup activities and calls on an as needed basis.

Protocol Inquiries

Questions and issues that arise during data collection should be faxed or emailed to the CC in the form of a protocol inquiry (please see attached form). Someone at the CC will respond to the inquiry within 72 hours and distribute the question(s) and response to all site research coordinators for review.

Miscellaneous

Alerts

Two questions in the Patient Questionnaire target suicidal ideation. If a patient responds affirmatively to either of these questions, the RC will contact the nurse in charge of the clinic that day so that appropriate follow-up can take place. The RC will document in the patient research file the name of the nurse notified along with the date of the incident. The two questions are as follows:
81 i. (Gen Med) or 89 i. (ID)
patient answers “nearly every day”

83 g. (Gen Med) or 91 g. (ID)
patient answers “I would like to kill myself” or “I would kill myself if I had the chance”
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