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THE WOMENS INTERAGENCY HIV STUDY 

SECTION 43: COMPREHENSIVE ASCERTAINMENT OF HOSPITALIZATION EVENTS 

A. BACKGROUND 

As HIV-infected individuals continue to live longer due to the success of potent antiretroviral 
therapy (ART),[1] non-AIDS-related clinical events such as cardiovascular disease (CVD) 
outcomes are increasingly being studied.[2] Accurate identification of these events is 
important to understand modern manifestations of HIV disease and propose interventions to 
prevent or treat them. 

Throughout the course of the study, the WIHS has routinely collected and validated data on 
cancer and tuberculosis diagnoses obtained through self-report.[3, 4] Validation occurs 
through medical record review and matches with local cancer registries for cancer events. 
Similar activities were conducted for CVD events between Visits 14 and 26, but this was 
discontinued due to low yield of medical records.  

Uniform identification and classification of events based on the standard principles of 
population-based cohort surveillance can capture events that might otherwise be missed 
through self-report. Other longitudinal cohort studies of non-HIV populations (e.g., 
Atherosclerosis Risk in Communities, Women’s Health Initiative, Cardiovascular Health 
Study) conduct surveillance of hospitalizations and have published extensively on validated 
CVD events.[5-7] However, few long-term studies of HIV-infected individuals have 
conducted similar uniform event ascertainment. When medical records are obtained 
comprehensively, the specificity of self-report of myocardial infarction (MI), stroke, and heart 
failure (HF) in non-HIV populations has been reported to be high (>96%), whereas 
sensitivity is more event-dependent (e.g., 90% for MI, 78% for stroke, and 69% for HF).[8] 

The goal of this protocol (“Part 1”) is to institute prospective identification of clinical 
hospitalization events on a routine basis at all WIHS sites. We propose to obtain 
medical records from all hospitalizations reported by participants at each core WIHS visit 
that have occurred since their previous visit, using both established and novel methods 
of data collection. A separate protocol (“Part 2”) is under development to identify and 
validate cardiovascular events (acute MI, stroke, and HF), based on the hospitalization 
records obtained in Part 1.  

Some of the proposed work in the WIHS is informed by experience in the Hispanic 
Community Health Study/Study of Latinos (HCHS/SOL), an NHLBI-funded multicenter 
cohort study (Bronx PI: Kaplan),[9, 10] as well as a pilot study at the Bronx WIHS site during 
Visits 42 and 43.  

B. SPECIFIC AIM 

To conduct prospective identification of clinical hospitalization events on a routine basis at 
all sites within the WIHS, using both “traditional” and “real-time” methods.  

C. PROCEDURES 

We propose to commence these activities at WIHS Visit 44, corresponding to April 1, 2016 
to September 30, 2016. As noted, this overarching project has two major parts. Part 1, 
which is the subject of this document, involves prospective identification of clinical 
hospitalization events, including medical record collection. Within Part 1, we propose both 
(a) “traditional” collection of hospitalization events at each core WIHS visit, which involves 
retrospectively obtaining medical records from hospitals, and (b) site-specific “real-time” 
ascertainment that involves one of two options: (1) participants incentivized to contact WIHS 
clinic staff at or near the time of the event (“participant-initiated interim contact”), or (2) active 
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surveillance of hospitalizations by WIHS staff via a 3-month interim phone call to participants 
(“site-initiated interim contact”). Some sites may choose to implement both Option 1 and 
Option 2.  

Part 2, which will be covered in a separate document, involves medical record data 
abstraction and event adjudication for the aforementioned CVD outcomes.  

1. PROCEDURE, PART 1A: “TRADITIONAL” IDENTIFICATION OF CLINICAL 
HOSPITALIZATION EVENTS 

All WIHS participants seen during each core WIHS visit will be eligible (N~2,255, based 
on data from Visit 41). In the existing WIHS protocol, through visit 43, participants have 
already been asked about hospitalizations (Questions E24 and E25, Form F22HX) 
(Appendix 1) and to provide consent for medical record acquisition and review for 
selected events or conditions (highlighted text in Appendix 2).  

Questions E24 and E25 regarding hospitalization will be moved from Form 22HX to a 
new Hospitalization Form (HOSP) that will be introduced at V44 (Appendix 3). 
Questions on this form will be based on the previous questions, with some modifications: 

 In addition to in-patient hospitalizations, the form will ask about all emergency 
room (ER) visits occurring since the last study visit. 

 Details on each individual hospitalization and ER visit will be asked (e.g., date 
and main reason for hospitalization). In addition, on the Ascertainment Tracking 
Checklist (ATC), name of medical facility, address of medical facility, and use of 
alias names will be recorded. The new questions are modeled on similar 
questions asked in the HCHS/SOL. 

Furthermore, the HOSP form will be used for the “real-time” ascertainment of 
hospitalization events described in Part 1b of this Protocol.  

Based on WIHS data from Visit 41, we anticipate that 314 out of the 2,255 currently 
active women (13.9%) of will report at least one hospitalization since their previous visit. 
Table 1 shows the number of women reporting at least one hospitalization between 
Visits 35 and 41, by site.  

Table 1. Number and percent of women reporting at least one hospitalization in 
the WIHS, by visit number and study site (note: baseline visits have been excluded) 

 Visit 35 
(10/11-3/12) 

Visit 36 
(4/12-9/12) 

Visit 37 
(10/12-3/13) 

Visit 38 
(4/13-9/13) 

Visit 39 
(10/13-3/14) 

Visit 40 
(4/14-9/14) 

Visit 41 
(10/14-3/15) 

 N % N % N N % N % % N % N % 
Bronx 52 15.6 45 13.5 55 16.5 54 16.2 42 12.6 37 11.1 49 14.7 
Brooklyn 51 18.0 49 17.3 43 15.1 33 11.6 37 13.0 39 13.7 32 11.3 
DC 33 12.0 32 11.7 55 19.3 39 14.2 32 11.7 45 16.4 40 14.6 
LA 27 32.1 24 28.6 33 39.3 0 0.0 0 0.0 0 0.0 0 0.0 
SF 54 16.9 53 16.6 43 13.4 41 12.8 41 12.8 41 12.8 47 14.7 
Chicago 41 12.0 52 15.3 44 12.9 45 13.2 52 15.3 61 17.9 46 13.5 
UNC 1 4.2 0 0.0 0 0.0 0 0.0 1 4.2 9 37.5 13 54.2 
Emory 2 4.8 1 2.4 2 4.8 1 2.4 2 4.8 15 35.7 19 45.2 
Miami 0 0.0 0 0.0 0 0.0 0 0.0 0 0.0 2 22.2 7 77.8 
UAB 0 0.0 0 0.0 1 6.7 0 0.0 0 0.0 6 40.0 8 53.3 
Mississippi 0 0.0 0 0.0 0 0.0 0 0.0 0 0.0 5 35.7 9 64.3 

*Participants linked with Southern sites before V40 are those who switched from one of the original sites at a later visit. 

The following steps will occur at the time of each core WIHS visit: 

1. Questionnaire. Participants will first be asked for details of any reasons for 
hospitalizations or ER visits since their last study visit (Figure 1 – also, 
Appendix 3A, Section A). These questions are similar to Questions E24 and 
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E25 from Form 22HX, and have been included here in order to maintain 
continuity with data from prior visits.  

Figure 1. Page 1 of HOSP form. 

 

Next, details of each hospitalization and emergency room visit since the last core 
WIHS visit, including the main reason and the date of the event (Figure 2 – also, 
Appendix 3A, Section B). Note: Section B will repeat depending upon number 
of reported hospitalizations, and so the interviewer will need to have extra 
photocopies of this section of the form on hand to record multiple hospitalization 
or ER events, if applicable. 
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Figure 2. Page 2 of HOSP form. 

 

Note that Question B2 is an open-ended question and the interviewer will not 
read the choices listed on the form. The HOSP QxQs provide additional details 
for interviewers (Appendix 3B). 

For each hospitalization (but not ER visit), generation of an ATC record will be 
triggered, and additional information on the hospitalization, including provider 
name/institution and address, will be recorded on that form. 

When information on all hospitalizations and ER visits has been recorded, the 
interviewer skips Section C of the form and ends on Section D with a recording of 
the time the module ends. 
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2. Signing of medical release forms. For each medical facility that the participant 
notes with an inpatient hospitalization (but not ER visits), the participant should 
have already completed a WIHS medical release form as part of the main study 
protocol (Appendix 4). However, if the participant notes that an alias was used 
for a particular visit, the interviewer will ask the participant to complete another 
WIHS medical release form with the alternate information. In addition, the 
participant may be asked to complete institution-specific consent forms for those 
medical facilities that require them. Individual WIHS sites will develop a 
knowledge base over time on which local institutions require their own forms. For 
example, at least three local hospitals where Bronx WIHS participants receive 
care (Bronx-Lebanon Hospital Center, Harlem Hospital, and NY-Presbyterian 
Hospital) require their own institution-specific medical record release forms 
instead of WIHS medical record release forms (Appendix 5). 

3. Data entry. HOSP and ATC forms will be entered into Apollo per each WIHS 
site’s procedures, with the exception of participant alias names, which will remain 
on the paper copy and kept in a secure, locked area along with the participant’s 
already existing identifying information. 

2. PROCEDURE, PART 1B (OPTION 1): “REAL-TIME” COLLECTION OF 
HOSPITALIZATION EVENTS VIA ACTIVE ENGAGEMENT WITH WIHS 
PARTICIPANTS (PARTICIPANT-INITIATED INTERIM CONTACT) 

Given the inherent time lag between a hospitalization and a participant’s core WIHS visit, 
we propose that certain WIHS sites collect medical records on hospitalizations in “real-
time”, i.e., at or near the time of the actual hospitalization. We propose that participants 
be encouraged to contact the WIHS clinic to alert staff of hospitalizations via phone, text 
or email, which would then trigger completion of the HOSP form and collection of 
medical records by WIHS staff.  

Future expansions of this procedure could involve the use of mobile phone text 
messages or the development of a website and/or a smart phone “app” to facilitate this 
process.  

In order to minimize the effort involved, we propose that this activity include 
hospitalization events only and not emergency room visits. 

Below is a summary of strategy for this activity: 

1. Establishment of real-time ascertainment protocol with participants. During 
WIHS Visit 44, participants will be instructed on a new procedure encouraging 
them to contact the WIHS clinic in the event of a hospitalization. (Note: ER visits 
are not included here.) This instruction can occur after the new HOSP form is 
completed.  

Participants will be provided a pre-printed information card that contains: 

a) Brief instructions on how to contact WIHS staff in the event of a 
hospitalization. 

b) The local WIHS clinic phone number (and/or email address and/or cell 
phone number that can accept texts). 

A prototype of such a card is shown in Figure 3. These business card-shaped 
information cards will be fashioned in such a way that they can easily be kept in 
one’s wallet/purse. We propose that they be laminated or printed on heavy 
cardboard stock to maximize their lifespan, although sites have discretion on 
these features based on budgets. 
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Staff will also explain that there will be an incentive for reporting a hospitalization 
“in real-time.” At that time, after the WIHS clinic has received a signed release 
form for the hospitalization, staff will provide the participant with the incentive 
(e.g., cash or gift card, depending on the site). It is up to each site whether the 
participant comes to the office to pick up the incentive at that time or at the next 
core visit, or receives it by mail. We propose that the value of the incentive be 
consistent across all sites, and be graded based on the length of time after 
discharge: 

a) ≤1 month: $10 

b) >1 month - ≤6 months or next visit [or 3-month phone call if Option 2 is 
done also]: $5 

c) >6 months or next visit [or 3-month phone call]: no incentive 

Figure 3. Prototype of information card 

 

 

If possible, participants will also be asked to pre-sign a medical record release, 
and if the local hospital that the participant attends has an institution-specific 
release form, she will be asked to pre-sign that as well. (This may not be possible 
at all sites.) 

Finally, biopsies are of interest to the Cancer Working Group, and therefore 
similar procedures will be followed for the reporting of these as well.  
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Below is a recommended script for this activity: 

“We are instituting a new procedure as part of our study to encourage 
participants to contact us after every time you are hospitalized This would 
include staying overnight and also being admitted for a procedure that was 
done in one day. We also request that you contact us regarding any 
procedure involving tissue collection or biopsy. 

We are requesting this information close to the time of the event so that, with 
your permission, we can obtain a copy of your medical records associated 
with your visit. This information will help us to better understand the kinds of 
medical conditions that the women in our study are experiencing.  

Here is a convenient card with our phone number for your wallet or purse that 
you can refer to, to call us with this information. [Interviewer gives the 
participant the card.] 

Contacting us is completely voluntary, and you will not be penalized if you do 
not contact us. However, we believe this is an important activity, and so to 
encourage you to contact us, we will offer you a small monetary incentive if 
we can try to obtain your medical records. If you call within one month of 
discharge from the hospital, then the incentive is $10. If you call after one 
month but before six months or your next regular WIHS visit [or for sites also 
conducting Option 2, the 3-month interim phone call], then the incentive is $5. 
After that, there is no incentive.” 

At subsequent WIHS visits, participants will be reminded of these procedures 
and provided new information cards as needed: 

“As a reminder, we are encouraging all participants to contact us every time 
you are hospitalized. This would include staying overnight and also being 
admitted for a procedure that was done in one day. We also request that you 
contact us regarding any procedure involving tissue collection or biopsy. 

We are requesting this information close to the time of the event so that, with 
your permission, we can obtain a copy of your medical records associated 
with your visit. This information will help us to better understand the kinds of 
medical conditions that the women in our study are experiencing.  

Do you need a replacement card with our phone number? [If yes, interviewer 
gives the participant the card.] 

Remember, contacting us is completely voluntary, and you will not be 
penalized if you do not contact us. However, we believe this is an important 
activity, and so as a reminder, we will offer you a small monetary incentive. If 
you call within one month of discharge from the hospital, then the incentive is 
$10. If you call after one month but before six months or your next regular 
WIHS visit [or for sites also conducting Option 2, the 3-month interim phone 
call], then the incentive is $5. After that, there is no incentive.” 

2. Reporting of hospitalizations by participant to local WIHS staff. At the time 
of each hospitalization, the participant will contact the WIHS office via one of the 
methods above (e.g., phone, text, etc.).  

The WIHS office will then follow-up with the participant via phone call and go 
through the HOSP form. Question A7 will lead the interviewer to Section C on the 
HOSP form (Figure 4 and Appendix 3A, Section C), which is specific to these 
participant-initiated interim contacts. On the telephone, WIHS staff will ask about 
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each hospitalization being reported by the participant (usually one, but we allow 
for the possibility of more than one hospitalization). (For reports of biopsies, a 
separate “BX” form will be used instead of the HOSP form.) For each 
hospitalization, an ATC form will be triggered, and additional information on the 
hospital will be recorded there. 

When all hospitalizations and ER visits are recorded, the interviewer continues to 
Section D with a recording of the time the module ends. 

Figure 3. Page 3 of HOSP form, for “participant-initiated interim contact”. 
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3. Signing of medical record release by participant. WIHS clinic staff will 
prepare medical record releases to be signed by the participant, including 
institution-specific releases if required, and then send the forms to the 
participant’s home with a SASE. (Alternatively, if the participant already has pre-
signed releases from the most recent core WIHS visit, then that release may be 
used.)  

4. Disbursement of incentive to participant. After the WIHS clinic has received a 
signed release form for the hospitalization, staff will provide the participant with 
the incentive (e.g., cash or gift card, depending on the site). As noted in item #3 
above, it is up to each site whether the participant comes to the office to pick up 
the incentive at that time or at the next core visit, or receives it by mail. As above, 
we propose that the value of the incentive be consistent across all sites, and that 
it should be graded based on the length of time after the procedure or discharge: 

a) ≤1 month: $10 

b) >1 month - ≤6 months or next visit [or 3-month phone call if Option 2 is 
done also]: $5 

c) >6 months or next visit [or 3-month phone call]: no incentive 

 We propose that the value of the incentive be consistent across sites to 
minimize site differences in “compliance” in real-time reporting that may depend 
on the amount of the incentive. In other words, differences in the value of the 
incentive by site could make it difficult to compare success of the initiative at 
different sites, since the effect of incentive value may overshadow any other 
differences in practice.  

3. PROCEDURE, PART 1B (OPTION 2): “REAL-TIME” COLLECTION OF 
HOSPITALIZATION EVENTS VIA ACTIVE ENGAGEMENT WITH WIHS 
PARTICIPANTS (SITE-INITIATED INTERIM CONTACT) 

There is interest from some sites in initiating interim contact with all participants via 
phone call to ascertain hospitalization events in between core WIHS visits, i.e., three 
months after the most recent core visit. This would be done either as an alternative to 
Option 1, or in addition to Option 1. This method is also known as “active surveillance.” 

In this activity, all participants will be contacted by the site, and then sections A and C of 
the HOSP form (Figures 1 and 2) will be administered via phone by the WIHS 
interviewer. Note that no incentive will be provided for this option. 

Below is a summary of strategy for this activity: 

1. Reporting of hospitalizations by participant to local WIHS staff. Three 
months after every WIHS participant’s core visit at the site, WIHS staff will call 
the participant to administer the HOSP form. Question A7 will lead the 
interviewer to Section C on the HOSP form (Figure 2 and Appendix 3A, 
Section C). On the telephone, WIHS staff will ask about each hospitalization 
being reported by the participant. For each hospitalization reported, generation of 
an ATC form will be triggered, and additional information on the hospital will be 
recorded there. 

When all hospitalizations and ER visits are recorded, the interviewer continues to 
Section D with a recording of the time the module ends.  
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2. Signing of medical record release by participant. For hospitalizations that are 
reported, WIHS clinic staff will prepare medical record releases to be signed by 
the participant, including institution-specific releases if required, and then send 
the forms to the participant’s home with a SASE. (Alternatively, if the participant 
already has pre-signed releases from the most recent core WIHS visit, then that 
release may be used.)  

4. PROCEDURE, PART 1C: MEDICAL RECORD ACQUISITION FOR 
HOSPITALIZATIONS 

Medical record acquisition for hospitalizations will be done by trained staff at each of the 
WIHS clinical sites. Staff will undergo centralized training, but training can be 
customized to each site owing to the unique circumstances of each. As noted in Part 1a, 
we anticipate that approximately 300 hospitalizations will be reported by participants 
WIHS-wide during each core study visit, or 30-50 per site. (If WIHS visits change from 
semi-annual to annual, then this number will approximately double: 600-1000 
hospitalizations WIHS-wide per year, or 60-100 hospitalizations per site per year.) In 
order to minimize the effort involved, we propose that this activity include hospitalization 
events only and not emergency room visits. 

With the collaboration of WDMAC, modules have been developed in Apollo to record the 
data elements in the WIHS Hospitalization Form. Additional forms and modules that will 
be used for tracking purposes are also included in Apollo. 

For medical record acquisition, the following steps will be undertaken: 

1. Contacting medical facilities. With the help of newly developed screens in 
Apollo, trained clinic staff will contact each WIHS participant’s medical facility by 
telephone to obtain corresponding medical records. For “real-time” 
ascertainment, this will occur after the participant has been discharged, so that 
the medical record is complete. WIHS staff should use the table below (facilitated 
in Apollo) to determine the types of records to request. As noted in Table 2, these 
may include: ICD-9 or ICD-10 coding summary, discharge summary, history and 
physical, labs, echocardiogram, catheterization report, nuclear reports, procedure 
reports, chest X-ray reports, consultations, and/or ER reports. 

Table 2. Documents requested for endpoint classification by type of 
endpoint, determined by responses to self-report by cohort participants. 

  
Hospital discharge diagnosis codes 

or procedure codes (ICD-9-CM) 

Documents requested for endpoints MI 
Heart 
failure Stroke Other 

Coding summary with ICD-9-CM codes* √ √ √ √ 

Discharge summary* √ √ √ √ 

History and physical* √ √ √ √ 

12 lead ECG reports (all) √ √ √ 

Cardiac biomarker report √ √ 

Emergency Department report √ √ √ 

Cardiac catheterization report √ √ 

Arteriogram reports √ √ √ 

Stress test report √ √ 
Procedure report, delivery or operating room 
notes 

√ √ √ 
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Hospital discharge diagnosis codes 

or procedure codes (ICD-9-CM) 

Documents requested for endpoints MI 
Heart 
failure Stroke Other 

Pulse oximetry report √ 

Discharge medication report √ √ √ 

Laboratory report √ √ √ √ 

Chest X-ray report √ 

CT scan report √ 

Echocardiography report √ √ √ 

RVG or MUGA report √ √ 

Nuclear studies report √ 

MRI report √ 

Lumbar puncture report √ 

Ultrasound report (other than echocardiogram) √ 

Carotid studies report √ 

Autopsy or Medical examiner report √ √ √ √ 

*Of highest importance 

2. Correspondence to medical facilities. The same WIHS clinic staff will prepare 
relevant correspondence to the medical facility on WIHS letterhead, along with 
copies of the signed medical release forms and a self-addressed stamped 
envelope (SASE) with the address of the WIHS clinic, and send these to the 
medical facility. If the original release is required by the facility, then that will be 
used instead of a copy. 

3. Follow-up of medical record requests. WIHS clinic staff will follow up on 
pending records by telephone every two weeks using tracking forms in Apollo. If 
necessary, clinic staff will also follow up with additional copies of medical release 
forms and SASEs. 

4. Processing of medical records. Upon receipt of medical records, WIHS clinic 
staff will process the records, including: 

a) Redacting/de-identifying records (e.g., use thick black permanent marker) 
and re-tagging them with the participants WIHSID, visit number, and Event 
Tracking Number (ETN). The ETN will be generated when a record is 
added to the ATC table. 

b) Checking completeness of records for specific clinical events (e.g., acute 
MI, stroke, heart failure). 

c) Sequencing of records into the proper order for subsequent event 
adjudication (Part 2). 

d) Scanning in records so that they can be stored in digital form and saved on 
an appropriate local and WDMAC servers. These de-identified digital files 
will be made available to relevant investigators during the adjudication 
process and post-adjudication. The original de-identified/redacted records 
will be stored as backup in locked filing cabinets locally, in case digital files 
are lost.  

e) Once this process is completed, Apollo will be updated to “close out” each 
event. 
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For clarification, all medical records will be redacted upon arrival at the local 
WIHS clinic site, with following items crossed out with a thick black permanent 
marker and/or stamped with an “identify theft protection” stamp designed to 
obscure underlying text: 

 Name 

 Date of birth 

 Social security number 

 Home address 

 Email address 

 Phone and fax numbers 

 Medical record number, account number, health plan beneficiary number 

 Hospital name 

 Provider name, certificate/license number 

Records instead will be tagged with the participant’s WIHSID number; the date of 
the event; the WIHS visit number associated with the event, and the Event 
Tracking Number (ETN). 

D. QUALITY CONTROL PROCEDURES 

Starting at Visit 45 (one visit after this process is introduced), hospitalizations (Question B1) 
in Part 1a will be verified to determine whether a participant has already reported it via “real-
time” collection via a printout that is generated prior to the study visit. If the reconciliation 
shows that the hospitalization was actually not previously reported, the WIHS office will 
initiate the process to obtain a signed medical record release (if not already signed) and 
attempt to obtain the relevant record as in Part 1c. 

After one full study visit interval in which real-time ascertainment has been conducted (i.e., 
at the end of Visit 45), we will be able to assess participant compliance to “real-time” 
ascertainment by site, by determining the percentage of hospitalizations reported at the core 
visit (i.e., Visit 45) that have already been reported via real-time ascertainment (after Visit 
44). We will also compare hospitalization and medical event ascertainment between Part 1b 
Options 1 (i.e., participant-initiated interim contact) and 2 (i.e., site-initiated interim contact). 
We will share this information with WIHS sites in order to help to understand how 
compliance to real-time reporting may be improved upon. 

E. DATA ANALYSIS AND SAMPLE SIZE CALCULATIONS 

After adjudication (Part 2) is completed for Visits 44 and 45, we will be able to determine the 
incidence of each of the clinical outcomes being adjudicated (e.g., acute MI, stroke, heart 
failure), both overall and by HIV status. We will test for differences in incidence by HIV 
status using Poisson regression. When subsequent visits are added, we will also be able to 
examine trends over time. 

We will also compare self-report of acute MI, stroke, and MI with adjudicated events, to 
determine differences and be able to report sensitivity and specificity of self-report for each 
of the events. 
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Finally, we will be able to compare the overall yield of medical records (i.e., success in 
obtaining records) as compared with previous attempts in the WIHS to collect this 
information between Visits 14 and 26. 

This is a descriptive study and therefore no sample size calculations are provided. However, 
as previously noted, we anticipate that 13% of WIHS participants will report at least one 
hospitalization at each core WIHS visit. Table 3 shows these percentages by HIV status for 
Visits 35 through 41, corresponding to October 2011 through March 2015. 

Table 3. Percent of WIHS participants reporting at least one hospitalization, by study 
visit and HIV status, Visit 35 through Visit 41 (note: baseline visits have been excluded) 

 Visit 35 
(10/11-3/12) 

Visit 36 
(4/12-9/12) 

Visit 37 
(10/12-3/13) 

Visit 38 
(4/13-9/13) 

Visit 39 
(10/13-3/14) 

Visit 40 
(4/14-9/14) 

Visit 41 
(10/14-3/15) 

 N % N % N N % N % % N % N % 
Overall 261 12.9 256 12.1 274 13.0 213 13.0 207 12.7 260 14.4 270 13.5 
HIV-uninfected 63 11.4 58 9.4 75 11.9 55 11.2 49 9.9 66 12.4 81 12.9 
HIV-infected 198 13.5 198 13.2 199 13.5 158 13.7 158 14.0 194 15.2 189 13.7 
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G. LIST OF APPENDICES 

1.  Current hospitalization questions (E24-E25) from WIHS Form F22HX: Follow-up Health 
History 

2.  Current WIHS Consent Form 
3A.  New HOSP Form 
3B.  New HOSP QxQs 
4.  Current Bronx WIHS Medical Record Release 
5.  Institution-specific Medical Records Releases from Bronx-Lebanon Hospital Center, 

Harlem Hospital, New York-Presbyterian Hospital 



WIHS ID#    
 

 

WIHS Form 22 HX: Follow-up Health History – 04/01/2014 
Page 16 of 17 

 
E21. (Since your (MONTH) study visit, has a health care provider told you that you had) AIDS? 

YES ....................................................... 1 
NO ........................................................ 2 
 

E23. Since your (MONTH) study visit, have you had a biopsy?  A biopsy is when tissue, sometimes a lump 
or a mass, is removed with a needle or by making an incision. (DO NOT include biopsies that have 
been taken at WIHS gynecologic exams, including WIHS colposcopic examinations.) 

YES ....................................................... 1 
NO ........................................................ 2 (E24) 
 

Where in your body? Was it a: YES NO 

a. Lung biopsy? 1 2 

b. Skin biopsy? 1 2 

c. Bone marrow biopsy? 1 2 

d. Cervical biopsy? 1 2 

e.  Uterine or endometrial biopsy? 1 2 

f.  Breast biopsy? 1 2 

g. Other biopsy, not previously mentioned? 1 2 

  SPECIFY:  ______________________   
 

 

PROMPT: IF THE PARTICIPANT RESPONDED “YES” TO ANY OF QUESTIONS E23a–g, 
COMPLETE AN ACSR ATC FOR EACH REPORTED BIOPSY AND OBTAIN 
MEDICAL RECORD RELEASE. 

 

E24. Since your (MONTH) study visit, have you been admitted to the hospital for any reason? This would 
include staying overnight or being admitted for a procedure that was done in one day. Please include all 
medical and psychiatric hospitalizations. This doesn’t include being treated in the emergency room and 
later released. 

YES ....................................................... 1 
NO ........................................................ 2 (E26) 
 
 

a. How many times since your (MONTH) study visit?  |___|___| 
     # TIMES 
 
E25. Which of the following best describes the reason(s) you were hospitalized? 
 
Were you hospitalized for: YES NO  

a. Childbirth ................................................................................................................  1 2  

b. An injury or accident ...............................................................................................  1 2  

c. Elective surgery (for example, hernia repairs, cosmetic surgery,  
joint replacement)  ..................................................................................................  

 
1 

 
2 
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WIHS ID#    
 

 

WIHS Form 22 HX: Follow-up Health History – 04/01/2014 
Page 17 of 17 

Were you hospitalized for: YES NO  

d. Non-elective surgery (for example, emergency surgery, heart surgery, surgeries  
for cancer or precancerous conditions)  ..................................................................  

 
1 

 
2 

 

e. A psychiatric or mental health problem ..................................................................  1 2  

f. A medical illness (for example, infections, heart problems, stomach  
or intestinal problems)  ...........................................................................................  

 
1 

 
2 

 
(g) 

 What best describes the reason(s) you were hospitalized?    

 i. Heart problems ...........................................................................................  1 2  

 ii. Stomach or intestinal problems ..................................................................  1 2  

 iii. Liver problems ...........................................................................................  1 2  

 iv. Pneumonia ..................................................................................................  1 2  

 v. An infection other than pneumonia ............................................................  1 2  

 vi. A lung problem other than pneumonia, such as asthma .............................  1 2  

 vii. Another reason ...........................................................................................  1 2 (g) 

 SPECIFY: _____________________________    

g. Any other reason .....................................................................................................  1 2 (E26)

 SPECIFY: _____________________________    

 
E26.       TIME MODULE ENDED                                 |__|__| : |__|__| AM ............ 1 
   PM ............. 2 
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IRB 
*Through# Montefiore Medical Center 

Individual's Informed Consent to Participate as a Subject in Clinical Research 

Title of Study: 

Principal Investigator: 

The Women's Interagency HIV Study (WIHS) 

Kathryn Anastos, MD 
3311 Bainbridge Ave. 
Bronx, NY I 0467 
(718) 515-2593 

IRB Protocol No.: 

The primary institution conducting this research is Montefiore Medical Center. 

03-07-174 

By signing this form, you have agreed to participate as a subject in the research study referred above. 

Montefiore Medical Center has been participating in a study of the progression of HIV infection and disease in 
women. This study, called the Women's Interagency HIV Study (WIHS), is being conducted in several cities in 
the United States. The New York City/Bronx study Consortium is comprised of two major New York City 
medical centers: Montefiore Medical Center (MMC), and Mount Sinai Medical Center (MSMC). 

Confidentiality 
Records of this study will be kept confidential and you will not be identified in any written or verbal reports 
with the following possible exceptions: Research personnel authorized by the Principal Investigator will have 
access to these records. Your research records will be kept in a secure manner and computer records will be 
password protected. The U.S. Food and Drug Administration (FDA), Office of Human Research Protections 
(OHRP), the Institutional Review Board (IRB) ofMontefiore Medical Center, sponsors and collaborating 
groups may inspect your records. The sponsors of this research protocol are: The study is sponsored by the 
National Institute of Allergy and Infectious Diseases (NIAID), the National Institute of Dental Research 
(NIDR), the National Cancer Institute (NCI) and the National Institute on Drug Abuse (NIDA). 

All information and/or samples/specimens taken from you will be treated in a confidential manner - this means 
that all information and specimens will be identified only by a STUDY NUMBER so there will be no way any 
information from the interviews, medical record, or laboratory tests can be identified. Your name will never 
appear in any written report or communication, and all data you provide will always be presented in reports 
with the other data generated from the study and will not be presented alone. 

We have received a Certificate of Confidentiality from the federal government, which will help us protect your 
privacy. The Certificate protects against the involuntary release of information about you collected during the 
course of this study. The researchers involved in this project cannot be forced to disclose your identity or any 
information about you collected in this study in any legal proceedings at the federal, state, or local level, 
regardless of whether they are criminal, administrative, or legislative proceedings. However, you or the 
researcher may choose to voluntarily disclose the protected information under certain circumstances. For 
example, if you or your guardian requests the release of information about you in writing (through, for example, 
a written request to release medical records to an insurance company), the Certificate does not protect against 
that voluntary disclosure. 

Despite having a Certificate of Confidentiality, the study staff will disclose to the proper authorities, without 
your consent, instances in which the study staff learns of possible child abuse and/or neglect, or risk of 
purposeful harm to yourself or others. In addition, due to state and local laws that require reporting of certain 
diseases that can be transmitted to others, the study staff may have to report your name, address and other 
contact information to the state or local authorities if you test positive for sexually transmitted diseases. Your 
association with this study will not be reported. 

The Certificate cannot be used to resist a demand for information from personnel of the United States 
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Government that is used for auditing or evaluation of federal government-funded projects. 

Questions Related to the Research 
If any questions arise related to this research project, you may call the supervisor of this study, Dr. Kathryn 
Anastos at (718) 558-5962. If you have questions regarding your rights as a research subject, you may call the 
Montefiore Medical Center Institutional Review Board at (718) 798-0406 Monday through Friday between 9arn 
and Spm. 

After reading and listening to an explanation of the following information, you should ask all the questions you want to ask. You will be given a copy of 
this fonn whether or not you agree to participate in this stlldy. 

I. The PURPOSE of the research 
The PROCEDURES involved and duration of your participation 
The RISKS that you will be taking, if any 
The BENEFITS that may result to you or to others 

2. 
3. 
4. 
5. Any ALTERNATIVE procedures or courses of treatment that may be available 

Purpose of the Study 
Since the beginning of the HIV I AIDS epidemic, the number of women infected with HJV has rapidly increased 
and is continuing to climb. As New York City is an epicenter of the HIV/AIDS epidemic, many women have 
been infected with HIV and have developed AIDS. Despite this increasing number of women infected and 
affected by HIV, little information is known about how HIV affects women's lives and bodies. 

Montefiore Medical Center is participating in a national funded research study investigating the progress of 
HIV disease in women. This study, called the Women's Interagency HIV Study is also taking place in several 
other cities in this country. This study will help us find out more information about how HIV affects women. 
Information gathered from this study can then be used to help improve the medical and social needs of women 
infected and affected by HIV and to assist in developing other studies specific to the needs of women. To fully 
understand HIV in women, both women infected with HIV and women who may be at risk for HIV are being 
asked to participate in this study. 

Study Procedures 
If you are eligible to participate in this study and choose to do so, as a study participant, you must be willing to 
come to this clinic/hospital every six (6) months over a period of three to four years, to be examined by a 
medical provider and interviewed by trained study interviewers. In addition, you must be willing to be tested 
for HIV (whether you have already been tested). The study personnel will perform the HIV test and will 
provide the appropriate pre- and post-test counseling sessions. If your HIV test is negative (i.e., you are not 
infected with HJV), you will be asked to repeat this test at each study visit. As with other information you 
provide, your HIV test results will be kept confidential. 

"You have signed a separate consent form for HIV testing, and you have been counseled. 

Signature of Participant _____________ _ 

"HIV -related information may be shared with other members of the research team besides the principal 
investigator. 11 

At each study visit, the following events will take place: 

I. A trained study interviewer will ask you a series of questions about your background, behaviors (i.e., 
drug use and sexual practices), and medical history (i.e., obstetric history, and history of infections). 
This interview will take approximately one and half-hours to complete. 
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2. A medical provider will then conduct a physical examination, including examinations of the skin, 
lymph nodes, and mouth. When needed, a pregnancy test will be performed. If it is determined during 
the course of your WIHS core visit that you are pregnant or have been in the past 6 months, you will be 
asked additional questions by the medical provider following your core physical and gynecological 
exams. You will receive a full gynecological examination, inclusive of a pelvic exam (with a pap 
smear, and obtaining vaginal swabs and washings); colposcopic examination will be performed when 
clinically indicated (a colposcopic examination is a non-invasive microscope examination of the cervix 
and vaginal walls); and the study staff will need to implant the skin test for detecting tuberculosis (TB) 
infection (this test is called the PPD). 

While this physical examination is a comprehensive examination, it should not replace your regular 
clinical visits, and upon your request, the study staff will be glad to provide you and your medical 
provider with copies of all the laboratory results. 

During the physical examination, you will be asked to give approximately 75-90 cs of blood (which is 
equivalent to 5-6 tablespoons of blood) for running certain tests like the tests for HIV (also called the 
ELISA and Western Blot tests), VORL (Test for syphilis), liver and renal function tests, and T-cell 
subsets. In addition, urine samples needed for other tests will also be collected (note: urine will not be 
used for any drug testing). 

If you are infected with HIV, at each 6-month visit, a very small thatch of hair (about 10 fibers of hair) 
will be cut from the back of your scalp with a pair of clean scissors. The hair will be tested for your 
exposure to your medications. 

The samples collected (i.e., blood, vaginal swabs and smears, and urine) that are part of a regular 
clinical visit will be tested immediately. Only some of those tests that are not part of your routine 
medical care may be performed at a later date and will be tested solely for research purposes. If results 
from any of the tests run for clinical purposes are abnormal, the research staff will notifY you 
immediately. You will then be told where and how I can receive appropriate treatment and medical 
care. 

To determine the prevalence and incidence of changes in weight, waist-to-hip ratios, breast and total 
body fat, an additional test will be conducted as part of your medical exam. The test is called a 
biological impedance analysis or BIA test, which is like having an electrocardiogram, or EKG of the 
heart. Some wires will be attached to you for Jess than two minutes and a small current is passed 
through your body. The procedure is painless and totally safe. In order to have this test done, you must 
not have had alcohol to drink in the last 12 hours, must not have exercised or gone into a sauna in the 
last 8 hours, nor have an implantable defibrillator in your body. As with any other test, you have the 
right to refuse this test or to change your mind, and to have all your questions answered. 

3. During your interactions with the study staff, you will receive counseling on ways to reduce your risk of 
HIV infection and disease. If you are infected with HIV, you will receive counseling on the ways: a) 
you can reduce the problems associated with HIV related diseases; and b) you can decrease the risk of 
transmitting HIV to others. If you are not infected with HIV, you will receive counseling about the 
ways to help me avoid becoming infected with HIV. 

4. The study staff will ask for your consent to review your hospital and/or doctor's records for any 
medical problems you may have had in the past and problems you may develop during the course of 
this study. Reviewing these records is important for understanding any diseases/illnesses that you may 
have had. 

5. If you are infected with HIV and during the course of the study your CD4 count (T-cell count) is or 
becomes low (below 200), the study staff will want to maintain closer phone contact with you to see 
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how you are doing (i.e., contact you every three months). If you get sick and go into the hospital, the 
study staff will want to know about this hospitalization. Any event, which you report through these 
interim phone calls, will be treated like the self-reported events, which you reported during the regular 
WIHS visit. Some confirmation of reported event(s) is necessary and will require your consent. 
Additionally, if you move or change your phone number, it is important to notifY the project staff 
members of these changes so that they can maintain contact with you. 

6. This study is not a clinical trial -which means that no medications are being tested and supplied by this 
study. However, you will receive the proper medical care through Montefiore Medical Center clinics, 
or through a clinic/medical provider of your choice. 

7. To insure that you are not part of another research srudy that overlaps with this research study, certain 
biographical information will be checked with these other projects. All checking will be done using a 
special computer program that captures this biographical information- in a way that keeps your name 
and participation in this study confidential. If indeed you are involved in these other research studies, 
you will not be eligible to participate in WIHS. 

8. You may be asked whether you wish to participate in other sub-studies that are part of this research 
project. For instance, you may be asked if you wish to consent to: a) a colposcopic examination even 
when not clinically indicated; b) come in an additional two times per year so that an extra tube of blood 
(approximately 8 ccs) can be drawn and used for measuring viral load; and/or c) participate in an Oral 
Protocol. For each additional time you are asked to come in, you will be compensated for your time 
and energy. Participation in these sub-studies however, is not mandatory. 

9. If you are too ill or you are incarcerated or under home detention with restrictions (time, illness, 
regulations) which make you unable to come in person and complete the full WIHS visit, the WIHS 
staff will contact you by phone to conduct an abbreviated interview. You are aware that WIHS staff 
may visit your home (if you are too ill) or at the hospital (if you are hospitalized) to conduct the WIHS 
visit. In addition, you are aware that WIHS staff may contact you, your primary provider, case 
manager, family members, or identified contacts to obtain information about your health status and 
place of residence between WIHS visits. 

Risks of Participating in the Study 
Though there are no anticipated risks associated with participating in this study, three parts of the physical 
examination may cause mild discomfort. The pelvic exam, which is a routine gynecologic examination for 
women, may be associated with mild discomfort. At the site of the blood drawing, a small bruise (hematoma) 
may develop and also cause mild discomfort. Any such bruise however, usually disappears within a few days 
without the need for any medical treatment. Some people may also experience some discomfort when a TB 
skin test (PPD) is implanted. Though the study staff will do everything possible to prevent or reduce the 
discomfort you may feel during the study visit, it is not possible to anticipate everything that might occur. 

If you are injured as a result of this research, only immediate, essential, short-tenn medical treatment, as 
determined by the participating hospital or sponsoring company, will be available for the injury without charge 
to you personally. No monetary compensation will be offered. 

In the event of a research-related injury or if any questions arise related to this research project, you may call 
the supervisor of this study, Dr. Kathryn Anastos at (718) 579-5700. 

Benefits of Participating in the Study 
As a participant in this study, you may benefit in the following ways: a) the physical examination and 
laboratory tests may detect abnormalities, which when addressed promptly, may lead to improved health; b) as a 
woman at risk for HIV or a woman infected with HIV, your participation could help you and others fully 
understand how HIV I AIDS affects women; c) your contact with the study staff may assist you in accessing 
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needed social services 

provided by various local and city agencies; d) the study staff will keep you updated on results from this study 
and inform you of new research studies, treatment procedures, and other related information. 

Alternative to Participating 
You may choose not to participate in this study. 

Costs/Compensation 
In appreciation of your time and cooperation as a study participant, you will be compensated for your time and energy. You will receive fifty. five ($55) 
or cash equivalent for every study interview and medical exam (two visits per year). To make the burden of coming to lhe study visits easier, for every 
needed study visit, you will be provided with locaJ transportation to and from the clinic. 

Medical Records Abstraction 
By consenting to participate in the WIHS, you have been told that your medical records at this hospital and 
from any other hospital or doctor you have visited or will visit while participating in this study will be reviewed. 
This will allow project researchers to collect important information about other tests and medical conditions that 
you have had in the past or develop during your participation in the WIHS study. 

Authorization to Release WIHS Research Results to Primary Provider 
___ I GIVE MY PERMISSION for WIHS research staff to give medical information and laboratory 
results to my primary care provider to help him/her care for me. 

The name and address of my doctor is: 
Dr.: 
Address: 

APPROVED 
IRS 

2f*Through. 

___ I DO NOT want WIHS researchers to provide information regarding my participation in this research 
to release any study results to my primary care provider. 

Database Registry Searches 
By consenting to participate in this study, you are aware that your name, social security number, and date of 
birth will be used to obtain information from cancer, TB and death registries. This will allow investigators to 
supplement and corroborate data on participants that we are currently collecting as part of the study interview 
and from medical record review. The TB Registry is maintained by the Department of Health and contains 
information on all people reported to them with TB. The death registry is run by the local and national health 
departments and contains information on all people who have died in the county or country. No research 
information including any related to HIV infection, drug use, sexual or other behaviors, or medical conditions 
will be shared with the Registries. In addition, any information about your diagnosis that may be obtained from 
the Registries will be treated in the same way as all other research data. That is, it will be kept confidential and 
not shared with anyone else. This permission will end with the end of the study, or with your decision to stop 
participating in the study, whichever occurs first. 

Repository of Samples and Future Specimen Testing 
In addition to the previous testing described earlier, some blood, urine, oral and genital samples you donate will 
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be stored centrally for future testing. 

Use ofldentified Specimens for Fnture Research 
In addition to the research you are consenting to under this research study, Dr. Anastos or other researchers at this or other institutions may wish to study 
the samples in future research, including genetic analysis. These samples, taken from your body, would be able to be linked back to you. Iofonnation 
about you may be shared with other 

researchers who "'ill keep the information oonfidential. However, it is possible that people other than the researchers may know information abour you. 

Future testing includes tests on the amount ofHIV found in samples taken from different areas of the body, 
your immune status, as well as genetic tests (HLA, KlR your DNA or other genetic information) that might 
predict immune system responses, the body's susceptibility to HIV, HIV disease progression or suppression, the 
development of conditions (such as those with human papillomavirus, hepatitis C virus, human herpes virus 
type 8, cytomegalovirus, etc.), cancers, or other HIV -related complications. 

Your specimens may also be submitted to a tissue/cell/DNA bank. The specimens may be kept for a long time 
and may exceed 50 years. You have the right to withdraw consent to use of the tissue for future use at any time 
by contacting the supervisor of the study named on the first page of the consent. Unused specimens will be 
destroyed. 

In some research using human blood or tissue, the specimens and their parts may enable researchers to develop 
medical tests or treatments that have commercial value. You will not receive any money that may result from 
any such commercial tests or treatments. 

PARTICIPANT: 
PLEASE INDICATE YOUR CHOICE BY INITIALING ONE (1) OF THE FOLLOWING OPTIONS 

_I consent to have my specimens used for future research studies. 

_ I consent to have my specimens used for future research studies only for the study of 

_I do NOT consent to have my specimens used for future research studies. The specimens will be destroyed 
at the end of the study. 

PARTICIPANT: 
FOR FUTURE CONTACT, PLEASE INITIAL YOUR CHOICES BELOW 

I consent to be contacted in the future to learn about: 

__ New research protocols that I may wish to join. 

__ General information about research findings. 

APPROVED 
IRB 

#Through# 

__ Information about the test on my sample that may benefit me or my family members in relation to 
choices regarding preventive or clinical care. 

I DO NOT AGREE TO BE CONTACTED IN THE FUTURE. 

You have been given the opportunity to ask questions you wish regarding the purposes and procedures of the 
study. You have received a copy of this form regardless of whether you agree to or are eligible to participate in 
this study. 
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You will also be asked to sign a separate consent form for the AIDS, Cancer & Specimen Resource 

(ACSR) component of this study, which will also be explained to you in further detail. 

Withdrawal 
Your participation in this study is voluntary. You may be a participant in it only if you wish, and you may 
withdraw from the study at any time. Your treatment by doctors and staff at the institution(s) involved in this 
study, now and in the future, will not be affected in any way if you refuse to participate or if you enter the 
program and withdraw later. You do not waive any of your legal rights or benefits to which you are otherwise 
entitled by signing this document. 

Printed Name of Participant 

Signature of Participant 

Printed Name of Individual Conducting 
Informed Consent Process 

Signature of Individual Conducting 
Informed Consent Process 

Date 

Date 

Thank you for your continued participation and cooperation! 
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Addendum to Individual's Informed Consent to Participate as a Subject in Clinical 
Research 

Title of Study: The Women's Interagency HIV Study (WIHS)- neurocognitive component 

Principal Investigator: Kathryn Anastos, MD 
3311 Bainbridge Ave. 
Bronx, NY 10467 
(718) 5 I 5-2593 

Purpose of Addendum to the Study 

IRB Protocol No.0307174 

The purpose of this signature page is to infonn you of new questions that are being added to your routine 
WIHS Visit. The purpose is to look at the effects of aging and of the medications used to treat 
HIV on your mental functioning over time. 

Study Procedures 
WIHS will be asking you to perform some mental tests. You have performed some of these tests 
at earlier WIHS visits and some will be new. You will be asked to perform these on the same 
day as your WIHS visit immediately after your blood draw and snack. These tests will require 
visual perception, problem solving, memory, language and other cognitive functions. The test 
will be administered verbally. We expect that this will add about 30 minutes to the interview. 

Risks of Participating in the Study 
Your participation involves no risk. 

Benefits of Participating in the Study 
There are no direct benefits 

Costs/Compensation 
There is no cost to you. In appreciation of your time and energy as a study participant, you will 
receive twenty dollars ($20) 

Withdrawal 
Your participation in this study is voluntary. You may participate in it only if you wish and you 
may withdraw from the study at any time. Your treatment by doctors and staff at the institution(s) 
involved in this study now and in the future will not be affected in any way if you refuse to 
participate. 

Confidentiality 
Results of these tests will be part of your WIHS record. There are no names to identify you on 
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any of these questions or tests as participants are identified by a study number only. The link 
between your name and the study number will continue to be kept in a separate locked file in the 
WIHS office. 

Consent to Participate 

I have read and understood the purpose of these new questions and tests for the WIHS or this has 

been read to me by-:-----:----:--:---:--:-:-:---
Anything I did not understand was explained and all my questions were answered to my 
satisfaction. 
I agree to take part in this research. I acknowledge that I have received a personal copy of this 
consent form. 

Printed Name of Participant 

Signature of Participant 

Signature of Individual Conducting 
Informed Consent Process 

Printed Name oflndividual Conducting 
Informed Consent Process 

APPROVED 
IRB 

-*fa Through# 
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Date 

Date 

Date 
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HOSP: Hospitalization Form – 04/03/16 
Page 1 of 3 

WOMEN’S INTERAGENCY HIV STUDY 
FORM HOSP: HOSPITALIZATION FORM 

SECTION A: GENERAL INFORMATION 

A1. PARTICIPANT ID:    |___|- |___|___| - |___|___|___|___| - |___| 

A2. DATE OF INTERVIEW: |      |      | / |      |      | / |      |      | 
        M                   D                   Y 

A3. VISIT NUMBER: |___|___| 

A4. INTERVIEWER’S INITIALS: |      |      |      |     

A5. FORM VERSION: 04/03/16 

A6. TIME MODULE BEGAN: |___|___| : |___|___| AM .......... 1 
     PM .......... 2   

A7. TYPE OF INTERVIEW: CORE VISIT ..................................................................... 1 
  SITE-INITIATED INTERIM CONTACT ............................... 2 (SECTION C) 
  PARTICIPANT-INITIATED INTERIM CONTACT ................ 3 (SECTION C) 

A8. Since your (MONTH) study visit, have you visited the hospital for treatment for any reason? This would 
include staying overnight or being admitted for a procedure that was done in one day, as well as being 
treated in the emergency room and later released. Please include all medical and psychiatric 
hospitalizations and ER visits. Do not include urgent care visits. 

YES ..................................................................... 1 
NO ...................................................................... 2 (D1) 

 
A9. For which of the following reasons did you visit the hospital or ER? 

Was it for: YES NO  
a. Childbirth .......................................................................................................................  1 2  
b. An injury or accident .....................................................................................................  1 2  
c. Elective surgery (for example, hernia repairs, cosmetic surgery, joint replacement) ..  1 2  
d. Non-elective surgery (for example, emergency surgery, heart surgery, surgeries  

for cancer or precancerous conditions)  .......................................................................  
 

1 
 

2 
 

e. A psychiatric or mental health problem ........................................................................  1 2  
f. A medical illness (for example, infections, heart problems, stomach or intestinal 

problems)  ......................................................................................................................  
 

1 
 

2 
 
(g) 

 What best describes the reason(s) you were hospitalized?    
 i. Heart problems .................................................................................................  1 2  
 ii. Stomach or intestinal problems .......................................................................  1 2  
 iii. Liver problems ..................................................................................................  1 2  
 iv. Pneumonia........................................................................................................  1 2  
 v. An infection other than pneumonia .................................................................  1 2  
 vi. A lung problem other than pneumonia, such as asthma .................................  1 2  
 vii. Another reason .................................................................................................  1 2 (g) 
 SPECIFY: _____________________________    
g. Any other reason ...........................................................................................................  1 2 (A10) 

 SPECIFY: _____________________________    
 

A10. How many times since your (MONTH) study did you visit the hospital or ER? |___|___| # TIMES 

dhanna
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SECTION B: HOSPITALIZATIONS REPORTED AT CORE VISIT 
 

Now I’m going to ask you some questions about each visit you made to the hospital or emergency room.   

START HOSPs1 

B1. What was the date of the (FIRST, SECOND, ETC.) visit?   |___|___|/|___|___|/|___|___| 
              M                  D                   Y 
B2. What was the main reason you visited the hospital or emergency room on this date?  
 (DO NOT READ CHOICES TO PARTICIPANT. CIRCLE ONLY ONE MAIN REASON FOR THE VISIT.) 

 HEART ATTACK OR MYOCARDIAL INFARCTION ................................................................................... 1 
 CHEST PAIN OR ANGINA ...................................................................................................................... 2 
 HEART FAILURE ................................................................................................................................... 3 
 STROKE OR TRANSIENT ISCHEMIC ATTACK (TIA) ................................................................................ 4 
 PERIPHERAL VASCULAR DISEASE ......................................................................................................... 5 
 VENOUS THROMBOSIS OR PULMONARY EMBOLISM ......................................................................... 6 
 CHRONIC OBSTRUCTIVE PULMONARY DISEASE (COPD), EMPHYSEMA, OR CHRONIC BRONCHITIS ... 7 
 ASTHMA .............................................................................................................................................. 8 
 PREGNANCY RELATED, BIRTH, COMPLICATION OF PREGNANCY ........................................................ 9 
 OTHER REASON ................................................................................................................................... 10 
 

a. SPECIFY: ____________________________ 

B3. Was this a visit to the emergency room only, a hospital admission only, or a visit to the ER that resulted 
in being admitted to the hospital?  

 WAS THERE A: YES NO 
a. EMERGENCY ROOM VISIT .......................................... 1 2 
b. HOSPITAL ADMISSION ................................................ 1 2 (PROMPT) 
 

PROMPT: IF PARTICIPANT REPORTS MORE THAN ONE HOSPITALIZATION OR ER VISIT, COMPLETE SECTION B 
ONCE FOR EACH HOSPITALIZATION OR ER VISIT. USE A BLANK VERSION OF SECTION B FOR EACH 
HOSPITALIZATION OR ER VISIT. AFTER SECTION B IS COMPLETED FOR EVERY HOSPITALIZATION OR 
ER VISIT, GO TO QUESTION B4 AND ENTER “1.” 

 
PROMPT: COMPLETE ASCERTAINMENT TRACKING CHECKLIST (ATC) FOR EACH HOSPITAL ADMISSION 

REPORTED IN SECTION B. 
END HOSPs1 

 
B4. SECTION B COMPLETE ....................................................................................................... 1  (D1) 
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SECTION C: HOSPITALIZATIONS REPORTED VIA SITE- or PARTICIPANT-INITIATED INTERIM CONTACT 
 
INTRO #1 – FOR SITE-INITIATED INTERIM CONTACT: 
I am calling today to ask you some questions about any visits you may have made to the hospital since your 
(MONTH) study visit. This would include staying overnight or being admitted for a procedure that was done in 
one day. Please include all medical and psychiatric hospitalizations. Do not include emergency room visits or 
urgent care visits.  
 
INTRO #2 – FOR PARTICIPANT-INITIATED INTERIM CONTACT: 
I’m going to ask you some questions about each visit you made to the hospital that you are sharing with us 
today. This would include staying overnight or being admitted for a procedure that was done in one day. Please 
include all medical and psychiatric hospitalizations. Do not include emergency room visits or urgent care visits. 

C1. How many visits to the hospital have you made since our last contact?  |___|___| # VISITS 
 IF QUESTION C1=0 (ZERO), SKIP TO QUESTION D1. 

START HOSPs2 

C2. What was the date of the (FIRST, SECOND, ETC.) visit?   |___|___|/|___|___|/|___|___| 
              M                  D                   Y 
C3. What was the main reason you visited the hospital on this date?  
 (DO NOT READ CHOICES TO PARTICIPANT. CIRCLE ONLY ONE MAIN REASON FOR THE VISIT.) 

 HEART ATTACK OR MYOCARDIAL INFARCTION ................................................................................... 1 
 CHEST PAIN OR ANGINA ...................................................................................................................... 2 
 HEART FAILURE ................................................................................................................................... 3 
 STROKE OR TRANSIENT ISCHEMIC ATTACK (TIA) ................................................................................ 4 
 PERIPHERAL VASCULAR DISEASE ......................................................................................................... 5 
 VENOUS THROMBOSIS OR PULMONARY EMBOLISM ......................................................................... 6 
 CHRONIC OBSTRUCTIVE PULMONARY DISEASE (COPD), EMPHYSEMA, OR CHRONIC BRONCHITIS ... 7 
 ASTHMA .............................................................................................................................................. 8 
 PREGNANCY RELATED, BIRTH, COMPLICATION OF PREGNANCY ........................................................ 9 
 OTHER REASON ................................................................................................................................... 10 
 

a. SPECIFY: ____________________________ 
 
C4. HOSPITAL ADMISSION? 

 YES .........................................................................................................................................1 

 

PROMPT: IF PARTICIPANT REPORTS MORE THAN ONE HOSPITALIZATION, COMPLETE SECTION C ONCE FOR 
EACH HOSPITALIZATION. USE A BLANK VERSION OF SECTION C FOR EACH HOSPITALIZATION. 

 
PROMPT: COMPLETE ASCERTAINMENT TRACKING CHECKLIST (ATC) FOR EACH HOSPITAL ADMISSION 

REPORTED IN SECTION C. 
END HOSPs2 

 

 
D1.       TIME MODULE ENDED: |___|___|:|___|___| AM .............1 
   PM ..............2 
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 WOMEN'S INTERAGENCY HIV STUDY 

QUESTION BY QUESTION SPECIFICATIONS 
FORM HOSP: HOSPITALIZATION FORM 

 
General Instructions: 

1. All dates should be recorded in the MM/DD/YY format unless otherwise noted. For dates that must be 
completed on the form, if the participant cannot remember the exact month (and day), probe for the 
season. Use “15” for the day if the specific day cannot be recorded. Probe for the season and assign the 
month as follows: 

     Summer =  July  = 07 
     Fall   =  October = 10 
     Winter   =  January  = 01 
     Spring   =  April  = 04 

 Interviewers should have available an appropriate calendar to aid the participant in determining dates. 
Years in response to questions inquiring about occurrences “since last visit” should be 1995 and thereafter.  

2. Times should be recorded in the HH:MM format. Remember to use leading zeros, e.g., 08:00. 

3. For questions containing an open-ended specify box linked to the response “other,” interviewers should 
print responses exactly in the words of the respondent.  

SECTION A: GENERAL INFORMATION 

A7. If form is being administered at a core visit, circle “1” and proceed to Question A8. If form is 
being administered as part of site-initiated interim contact (e.g., phone call from site to 
participant), circle “2” and skip to Section C of the form. If form is being administered during 
participant-initiated interim contact (e.g., phone call from participant to site), circle “3” 
and skip to Section C of the form. 

A8. Ask this question of all women attending a core visit. Any hospital admission or emergency 
room (ER) visit should result in a response of “YES.” Do not include urgent care visits. If 
response is “NO,” skip to Question D1 and end form. 

A9. Record what the participant indicates is/are the reason(s) for her hospitalization(s). “YES” may be 
circled for more than one response. If the participant answers “other,” record her answer verbatim 
in the space provided.  

A10. Record the number of times the participant reports she has been hospitalized or visited the ER since 
her (MONTH) study visit. Proceed to Section B. 

SECTION B: HOSPITALIZATIONS REPORTED AT CORE VISIT  

READ INTRODUCTION. 

B1. Enter the date of the (first, second, etc.) visit the participant made to the hospital or ER. 

B2. Ask the participant for the main reason she visited the hospital or ER on this date. Do not read the 
response options to the participant, but rather listen to the reason in her words, and circle the 
appropriate choice from the form. If the reason doesn’t fit one of the response categories “1” 
through “9,” then circle “10” for “other reason,” and specify the reason in Question B2a. 

B3. Ask Question B3 to determine whether the visit was to the ER only, was a hospital admission only, 
or was a visit to the ER that resulted in admission to the hospital.  

• If ER visit only, then circle “1” for Question B3a, and “2” for Question B3b.  
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• If hospital admission only, then circle “2” for Question B3a, and “1” for Question B3b.  

• If ER visit that resulted in being admitted to the hospital, then circle “1” for Questions B3a & 
B3b.  

• If participant is unsure, then enter “-8” for Question B3a, and “1” for Question B3b.  

NOTE: A “YES” response to Question B3b will generate an ATC record with disease code 300 
(hospitalization). Ascertainment Tracking Checklist (ATC) should be completed for each hospital 
admission reported in Section B. ATC need not be completed for ER-only visits. 

PROMPT: IF PARTICIPANT REPORTS MORE THAN ONE HOSPITALIZATION OR ER VISIT, COMPLETE SECTION B 
ONCE FOR EACH HOSPITALIZATION OR ER VISIT. USE A BLANK VERSION OF SECTION B FOR EACH 
HOPSITALIZATION OR ER VISIT. AFTER SECTION B IS COMPLETED FOR EVERY HOSPITALIZATION 
OR ER VISIT, GO TO QUESTION B4 AND ENTER “1.” 

B4. This question is on the form for programming purposes only. Circle “1” and skip to Question D1. 

SECTION C: HOSPITALIZATIONS REPORTED DURING SITE- or PARTICIPANT-INITIATED INTERIM CONTACT 

READ APPROPRIATE INTRODUCTION.  

• If form is being completed via site-initiated interim contact, read “INTRO #1.” After reading “INTRO #1,” 
skip to Question C1. 

• If form is being completed via participant-initiated interim contact, skip “INTRO #1” and read “INTRO 
#2.” After reading “INTRO #2,” proceed to Question C1. 

C1. Record the number of times the participant reports she has been admitted to the hospital since her 
last contact with the study site. Last contact might be since her last core visit, or might be since her 
last phone call to/from the clinic to report a hospitalization. Do not record ER or urgent care visits 
in this question; only hospital admissions should be reported. If participant reports zero (0) 
hospitalizations, skip to Question D1 and end form. 

C2. Enter the date of the (first, second, etc.) visit the participant made to the hospital. 

C3. Ask the participant for the main reason she visited the hospital on this date. Do not read the 
response options to the participant, but rather listen to the reason in her words, and circle the 
appropriate choice from the form. If the reason doesn’t fit one of the response categories “1” 
through “9,” then circle “10” for “other reason,” and specify the reason in Question C3a. 

C4. This question is on the form for programming purposes only. Circle “1” for “HOSPITAL ADMISSION.”  

NOTE: A “YES” response to Question C4 will generate an ATC record with disease code 300 
(hospitalization). Ascertainment Tracking Checklist (ATC) should be completed for each hospital 
admission reported in Section C.  

PROMPT: IF PARTICIPANT REPORTS MORE THAN ONE HOSPITALIZATION, COMPLETE SECTION C ONCE FOR 
EACH HOSPITALIZATION. USE A BLANK VERSION OF SECTION C FOR EACH HOSPITALIZATION . 

D1. Record the time module was completed. 
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OCA Official Form No.: 960 
AUTHORIZATION FOR RELEASE OF HEALTH INFORMATION PURSUANT TO HIPAA 

[This form has been approved by the New York State Department of Health] 

Patient Name Date of Birth Social Security Number 

Patient Address 

I, or my authorized representative, request that health information regarding my care and treatment be released as set forth on this form: 
In accordance with New York State Law and the Privacy Rule of the Health Insurance Portability and Accountability Act of 1996 
(HIPAA), I understand that: 
1. This authorization may include disclosure of information relating to ALCOHOL and DRUG ABUSE, MENTAL HEALTH 
TREATMENT, except psychotherapy notes, and CONFIDENTIAL HIV* RELATED INFORMATION only if I place my initials on 
the appropriate line in Item 9(a). In the event the health information described below includes any of these types of information, and I 
initial the line on the box in Item 9(a), I specifically authorize release of such information to the person(s) indicated in Item 8. 
2. If I am authorizing the release of HIV -related, alcohol or drug treatment, or mental health treatment information, the recipient is 
prohibited from redisclosing such information without my authorization unless permitted to do so under federal or state law. I 
understand that I have the right to request a list of people who may receive or use my HIV -related information without authorization. If 
I experience discrimination because of the release or disclosure ofHIV-related information, I may contact the New York State Division 
of Human Rights at (212) 480-2493 or the New York City Commission of Human Rights at (212) 306-7450. These agencies are 
responsible for protecting my rights. 
3. I have the right to revoke this authorization at any time by writing to the health care provider listed below. I understand that I may 
revoke this authorization except to the extent that action has already been taken based on this authorization. 
4. I understand that signing this authorization is voluntary. My treatment, payment, enrollment in a health plan, or eligibility for 
benefits will not be conditioned upon my authorization of this disclosure. 
5. Information disclosed under this authorization might be redisclosed by the recipient (except as noted above in Item 2), and this 
redisclosure may no longer be protected by federal or state law. 
6. THIS AUTHORIZATION DOES NOT AUTHORIZE YOU TO DISCUSS MY HEALTH INFORMATION OR MEDICAL 
CARE WITH ANYONE OTHER THAN THE ATTORNEY OR GOVERNMENTAL AGENCY SPECIFIED IN ITEM 9 (b). 
7. Name and address of health provider or entity to release this information: 

Bronx-Lebanon Hospital Center, 1650 Grand Concourse, Bronx, NY 10457 
8. Name and address ofperson(s) or category of person to whom this information will be sent: 

Albert Einstein CoUege of Medicine- WIHS c/o HCHS/SOL, 1300 Morris Park Ave., Bronx, NY 10461-2332 
9(a). Specific information to be released: 

D Medical Record from (insert date) to (insert date) 
D Entire Medical Record, including patient histories, office notes (except psychotherapy notes), test results, radiology studies, films, 

referrals, consults, billing records, insurance records, and records sent to you by other health care providers. 
D Other: Include: (Indicate by Initialing) 

Alcohol/Drug Treatment 
Mental Health Information 

Authorization to Discuss Health Information HIV-Related Information 

(b) D By initialing here I authorize 
Initials Name of individual health care provider 

to discuss my health information with my attorney, or a governmental agency, listed here: 

(Attorney/Firm Name or Governmental Agency_ Name) 
10. Reason for release of information: 11. Date or event on which this authorization will expire: 

D At request of individual 
D Other: 

12. If not the patient, name of person signing form: 13. Authority to sign on behalf of patient: 

Allttems on this form have been completed and my questions about this form have been answered. In addition, I have been provided a 
copy of the form. 

Date:------------
Signature of patient or representative authorized by law. 

* Human Immunodeficiency Virus that causes AIDS. The New York State Public Health Law protects information which reasonably could 
identify someone as having HIV symptoms or infection and information regarding a person's contacts. 
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NYCHHC HIPAA Authorization to Disclose Hea lth Information 
ALL FIELDS MUST BE COMPLETED 

THIS FORM MAY NOT BE USED FOR RESEARCH OR MARKETING, FUNDRAISING OR PUBUC RELATIONS AUTHORIZATIONS 

PM IEIJT IIAMEJADOR(SS DATE OF OIRflt P;\ T1Et lT 

MEDICAL RECORD NUMBER I ELEPHO:IE 

NA'.'E OF ltEAHH PROVIDER TO RELEASE INFORMATION SPECIFIC INFORMATION TO BE RELEASED 

ln'onnoticn Request eo 

Treatment On!cs from to 

& ADOilESS OF PERSON OR ENTITY TO WIIOM INFO \'\1LL BE ltlFORMATION TO 0::: RELEASED (II 1/lo oox rs CMCl<oa. you aro nuthorlZJilg 1110 reloaso olll\3ttypc o1 SENT irJcrmat•on). Plc;sc note: unless all of 111c boxes arc checked, wo may be umablo 10 process your request. 

O AlcohOl and/or Suosla.'lCo Abu so 
Progr;Jm lnlormatoon 

0 Mo<>l3111clllllllnlotmobon 

IIEASON FOR RELEASE OF 
0 GcnctJc Tcs:.ng lntonnatton D HIV/AtDS·rclntcd ln'ormabon 

0 Log31 0 lndiVldtt:\J"$ Request WHEN \'\ILL THIS AUTHORIZATION EXPIRE? (Pioasc check one) 

O Olhor (p'ooso spodly) 0 Evcr.L 0 On this dato· 

1. or my authorized representative. authorize the use or disclosure of my medical and/or billing informa tion as I have described on this form. 

1 understand that my medical and/or billing information could be re-disclosed and no longer protected by federal health information privacy regulations 
if the reciplent(s) described on I his form are not required by law to protect the privacy of the information . 

1 understand that if my medical and/or billing records contain Information relating to ALCOHOL or SUBSTANCE ABUSE. GENETIC TESTING. 
MENTAL HEALTH. and/or CONFIDENTIAL HIV/AI DS RELATED INFORMATION, this information will not be released to the person(s) I have 
indicated unless 1 check the box(es) for this information on this form. 

1 understand that if 1 am authorizing the use or disclosure or HIVIAIDS-related information. the recipient(s) is prohibited from using or re-disclosing any 
HIV/AIDS-relaled Information without my authorization. unless permitted to do so under federal or state law. I also understand that I have a right to 
request a list or people who may receive or use my HIV/AIDS-refaled information 1vithout authorization. If I experience discrimination because of the use 
or disclosure of HIV/AIDS-related information. I may contact the New York State Division of Human Rights at 212.480.2493 or the New York City 
Commission of Human Rights at 212.306.7450. These agencies are responsible for protecting my rights. 

1 understand that 1 have a right to refuse to sign this authorization and that my health care, the payment for my health care. and my heallh care benefits 
will not be affected if I do not sign this form. I also understand that if I refuse to sign this authorization. NYCHHC cannot honor my request to disclose 
my medical and/or billing information. 

I understand that I have a right to request to inspect and/or receive a copy of the information described on this authorization form by completing a 
Request for Access Form. I also understand that I have a right to receive a copy of this form after I have signed it. 

1 understand that 1f 1 have signed this authorization form to use or disclose my medical andfor billing information. I have the right to revoke it at any time. 
except to I he extent thai NYCHHC has already taken action based on my authorization or that the authorization was obtained as a condition for 
obta1ning Insurance coverage. 

To revoke this authorization. please contact the facility Health Information Management department processing this request. 

/have read tills form and all of my questions /lave been answered. By signing below, I acknowledge til at Ill ave read and accept all of the 
above. 
SIGIIATUIIE OF I'AIIEtH OR PCRSOT<AL HEPRESET<TATIVE IF NOT PATIEIIT. PRINT NAYE & CONTACT OF 

OAfE 

Oalo Rctotvod 

Dolo CompiCiotl 

PERSON/•L REPRESEt<TATNE SIGNING FORI.\ 

OESCRIPTIOrl OF PERSONAL REPRESENTATIVE'S AUTIIOillTY TO 
ACT OU BEHAlF OF PATIEt!f 

If HHC has requested this authorization, the patient or his/her Personal Representative 
must be provided a copy of this form after it has been signed. 

fltiC USE ONLY 

lnnJ.als ot HIM omployco ptocoulng rcCjucs:. 
Comments 

UYCHH: h iPAA Alr.homatcn 1•1J. 06..05 



_j NewYork-Presbyterian 
1 The University Hospital of Columbia and Cornell 

1111 
43530 

AUTHORIZATION TO DISCLOSE PROTECTED HEALTH INFORMATION/MEDICAL RECORDS 
Patient Name (p!ease print): Ma!den or Olher Name (p!eose print): Patient Dato of Birth: 

I I 
Patient Address (please print) 

Telephone (Area Code and Number): I Email adctress (please print): I Medical Record Number: 
( ) 
Name, address and ce!ephone number of Person( a) or Entity to whom this lntonnatlon will be senL Please check If same as above 0 
Send to (please print): 

Address (please print): 

Telephone (Area Codo and Number): 
( ) 
Check the name of the Center to disclose fnfonnaUon or choose OUter Heallhcare Provider (specify): 
0 NYP/Columbla University Medical Center (NYPIAI!en Hospital; NYP/Morgan Stanrey Children's Hospital) 0 NYPIWeill Comell Medical Center 
0 NYPIWestchester Division 0 NYPn.ower Manhattan 
0 Other (Provide Name of Entity) 

(ptease print) 
Specify lnfonnaUon to be released (medical records will not be released unless a date of servlce(s) is identified on this form): 
Medical Reoord from (insert date) to (insert date) 
0 Hospital Admission 0 Emergency Department 0 Ambulatory Surgery 0 Outpatient 
Specify reports requested Q.e. Lab tests, Radiology Reports, Operative Reports, Discharge Summmy, etc.): 

Include (lnd'ICale by Initialing below): Please note that the information will not be released ff not Initialed. 
Afcoho!JOrug Treatment HIVJAIDS Related Information 
Menta! Hearth Treatment (except psychotherapy notes) Genetic Testing Information 

Please consider the environment When possible, NewYork-Presbyterian will provfde the information you requested electronically please check preference: 
OCDIOVD 0 Electronic Delivery 
Patients with an active account can request electronic detiveJY via secure web patient portal at no cost Please confirm and Initial below: 
• I have an active myNY .org account and understand the medfcaJ record(s) I r:\uested will be sent to myNYP.org account 
• If my medical record(s) cannot be delivered to myNYP.org account it will be mai ed to the above-stated address on CD/DVD 

Patient or Persona) Representative Initial 
The purpose(s) for which d'JScfosure is authorized (check where applicable): 0 lndividuafs request Medical Care D Insurance 0 Immunization 0 legal 
0 Other (specify): 

(please pnnt) 
1. or my authorized representative. request that health fnformation regarding my care and treatment at NewYork.Presbyterian Hospital (NYP) be disclosed as described 
on this form. I und81Stand that 
• I m:f. inspect and/or receive a copy of the information described on this Authorization by completing this form and signing below. 
• Prov ders are to charge reasonable fees to recover cosls for inspections and/or copying. 
• Treatment an payment will not be conditional on whether you s!gn this authorization. Slgnfng is voluntary. however if you refuse to sign NYP wm not release your 

records. 
• By my authorizing the release of HIV/AIDS related alcohol or drug or mental health treatment information that the recipient is ruohibited from 

r&disdosfng s information without my authorization unless= to do so under federal or state law. If I experience d'IScriminaUon because o the release or 
disdosure of HIV·related information, I may contact the New Yo State Division of Human Rights at (212) 48()..2493 or the New York City Commission of Human Rights 
at 308-7450. These agencies are responsible for protecting my rights. 

• Alcoho Cfrug treatment-related fnfonnation or confidential HIV/AIOS related Information released through this form must be accompanied by the required statements 
regarding piohibiUon of re-disclosure. 

• I m;:r. revoke this authorization at any time by providing written notice to NYP except to the extent that action has already been taken based on this authorization. 
• I un erstand that this Authorization Win expire on: Date I I (provide date if less than 1 year) or 1 year after being signed. 

Signature of Patient/personal representative (e.g., legal guardian) Date 

If personal representative. print name and relationship to patient 

Witness or Notary 
538488 {07/14) 
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