WOMEN'S INTERAGENCY HIV STUDY
CARDIOVASCULAR SUBSTUDY
FORM CVNOTI: PARTICIPATION NOTIFICATION

INSTRUCTIONS FOR COMPLETION OF CYNOTI FORM

EVERY WIHS PARTICIPANT WHO COMPLETES CORE VISIT 20 SHOULD BE INVITED TO
ENROLL IN THE CARDIOVASCULAR SUBSTUDY. IF PARTICIPANT DOES NOT ENROLL AT
VISIT 20, ATTEMPT TO ENROLL AT EACH SUBSEQUENT VISIT THROUGH VISIT 23.

e IF PARTICIPANT AGREES TO ENROLL, SCHEDULE THE CAROTID ULTRASOUND
VISIT, AND COMPLETE CVNOTI AT THE ULTRASOUND VISIT AND ENTER INTO
APOLLO. FASTING BLOOD SPECIMENS SHOULD BE COLLECTED AT THE CORE VISIT,
AT A SPECIAL FASTING VISIT, OR AT THE ULTRASOUND VISIT.

e IF PARTICIPANT DOES NOT ENROLL, COMPLETE CVNOTI (THROUGH QUESTION
AS5a) AT THE CORE VISIT AND ENTER INTO APOLLO.

Al. PARTICIPANT ID: ENTER NUMBER HERE [ I T I e T I e e
ONLY IF ID LABEL IS NOT AVAILABLE

A2. FORM VERSION: 0O 4 / 0 1 / _0 _4
A3. FORM COMPLETED BY:
A4. WIHS CORE VISIT:

AS. WILL PARTICIPANT ENROLL INTO THE CARDIOVASCULAR SUBSTUDY DURING THIS

CORE VISIT WINDOW?
Y ES oo et e e e e e s s 1 (A6)
N O oo e e e e et e e e e s ee e 2
a. WHAT IS THE MAIN REASON PARTICIPANT IS NOT ENROLLING AT THIS TIME?
SITE UNABLE TO SCHEDULE/COMPLETE ULTRASOUND
DURING THIS CORE VISIT WINDOW ... 1
TRAVEL TO ULTRASOUND LAB NOT FEASIBLE
FOR PARTICIPANT ... se e ees e eeeeneees 2
PARTICIPANT UNABLE/UNWILLING TO
COMPLETE FASTING BLOOD DRAW......ccovvvveoorveeeeeeseerereere. 3
PARTICIPANT TOO BUSY ..o eeeeeeeeeee s eseeeeee 4
PARTICIPANT NOT INTERESTED ....coovooeeeoeeeeee oo 5
PARTICIPANT TOO ILL TO PARTICIPATE AT THIS TIME ............ 6
OTHER ..o eeee e s e e e e s es e s e e s eeseee 10
SPECIFY:

PROMPT: IF PARTICIPANT DOES NOT ENROLL INTO THE SUBSTUDY, END FORM HERE.
DATA ENTER CVNOTI AT CORE VISIT. BASED ON RESPONSE IN A5a ABOVE,
ATTEMPT ENROLLMENT AT A SUBSEQUENT VISIT IF APPLICABLE.
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WIHS ID#

A6.

AT.

AS8.

A9.

Al0.

All.

PARTICIPANT’S SEROSTATUS AT TIME OF CARDIOVASCULAR SUBSTUDY ENROLLMENT:

HIV-POSITIVE ..ottt 1
HIV-NEGATIVE ...ttt 2

PARTICIPANT’S ART STATUS AT TIME OF CARDIOVASCULAR SUBSTUDY
ENROLLMENT (PLEASE GET CURRENT USAGE INFORMATION FROM DRUG 1 FORMS
COMPLETED AT PARTICIPANT’S MOST RECENT CORE VISIT):

YES NO
CURRENT USE OF NRTI.....cccccciiiriiniininiinineeeneseee e 1 2
CURRENT USE OF NNRTI .....cccceoieiiniinieienineeneneeeene e 1 2
CURRENT USE OF Pl....cuceoiiiiiiiiiniieiiiineeicnieeee e 1 2
CURRENT USE OF ENTRY INHIBITOR.........ccccccocevvuenineannene 1 2
DATE OF CAROTID S N A
ULTRASOUND VISIT: M D Y

HAS PARTICIPANT AGREED TO RECEIVE A QUALITY CONTROL (QC) ULTRASOUND
SCAN?

Y ES oo st e et e e e e e 1

N O e e e e e e e e e e ee e 2 (A10)
a. DATE OF APPOINTMENT FOR Y A

CAROTID ULTRASOUND QC VISIT: M D Y

FASTING CVD BLOOD DRAW HAS BEEN/WILL BE COMPLETED AT:

CORE VISIT ..ottt ettt et sttt st sae s sbesreeanens 1
CAROTID ULTRASOUND VISIT.....ccciiiiieiiniinieneneeteneeeeienieeeeste et eieens 2
QUALITY CONTROL ULTRASOUND VISIT......coctiiiiinieieinieicniereeie e 3
SPECIAL CVD BLOOD COLLECTION VISIT ....cccccceviniriinininicnenecienceeenn 4

HAS FASTING CVD BLOOD DRAW ALREADY BEEN COMPLETED?

Y ES oo et s e s s e e s e e e 1 (a)

N O e e e e e e e e e e e e e e eee e 2 (PROMPT)
a. DATE FASTING CVD ~_/ ___ __/ ___ __ (END)

BLOOD DRAW COMPLETED: M D Y

PROMPT: IF FASTING CVD BLOOD DRAW HAS NOT YET BEEN COMPLETED, SCHEDULE

A SPECIAL CVD BLOOD COLLECTION VISIT NOW (PREFERABLY WITHIN
TWO WEEKS) AND ENTER DATE OF SCHEDULED VISIT BELOW. REMIND
PARTICIPANT THAT SHE MUST NOT EAT OR DRINK ANYTHING OTHER THAN
WATER FOR EIGHT HOURS PRIOR TO HER SPECIAL CVD BLOOD
COLLECTION VISIT.

b. DATE FASTING CVD / /

BLOOD DRAW SCHEDULED: M D Y

PROMPT: ENTER CVNOTI INTO APOLLO. PERFORM CAROTID ULTRASOUND AND

COMPLETE CV01 (CAROTID ULTRASOUND TRACKING FORM).
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