- Date of
Participant ID: Registration:
Local ID: Letters:
Status:
Site:

| * These fields are required in order to SAVE the form|
| * These fields are required in order to COMPLETE the form|

Date of Visit: < | ] | Date

Interviewer User ID: * [ ]

1. Have there been any changes in health since the last scheduled visit OYes ONo
2. Have there been any changes in concomitant medications since last
scheduled visit OYes ONo

|1. Collect the following physical assessments: |

a. Seated arm blood pressure: [ ] [ ]
Systolic mmHg Diastolic mmHg

b. Weight: [ ]kg

C. Height: [ ]cm I ]in

d. Abdominal circumference: [ ] cm [ ] in

2. Record whether the following systems are reported as normal or abnormal by the participant and
normal or abnormal upon examination:

1) Participant
reported normal?

If Either is ABNORMAL, a)

Review of systems Explain:

2) Normal on exam?

a. HEENT OYes ONo OYes ONo | l
b. Neck OYes ONo OYes ONo [ ]
c. Thyroid OYes ONo OYes ONo l l
d. Lungs OYes ONo OYes ONo [ ]
e. Chest/Breasts OYes ONo OYes ONo [ ]
f. Heart/Circulatory OYes ONo OYes ONo l l
g. Abdomen OvYes ONo OYes ONo [ ]
h. Musculoskeletal OYes ONo OYes ONo [ )
i. Neurologic OYes ONo OYes ONo l l
j. Genitourinary/Testes OYes ONo OYes ONo [ ]
k. Skin/Nails OYes ONo OYes ONo l l
|. Lymph nodes OYes ONo OvYes ONo [ ]
m. Other OvYes ONo OYes ONo [ ]

If OTHER, Specify | |

|3. For subjects less than 18 yrs of age, record the participant's sexual development using the Tanner scale:|

a. Breast (Female) Ostage 1 OStage 2 O Stage 3 or greater



https://trialnetstage.epi.usf.edu/webapp/Forms/Common/VisitCal.aspx?frmName=form1&ctrlDay=visitDay&ctrlMonth=visitMonth&ctrlYear=visitYear

b. Genitalia (Male)

Ostage 1 OStage 2 O Stage 3 or greater

c. Pubic Hair (both)

Ostage 1 OStage 2 O Stage 3 or greater

1. If FEMALE, does the participant have reproductive potential? OYes ONo
2. Is the female participant sexually active? OYes ONo
|If YES to question D1 above, continue (If not, proceed to Section E.)

a. Does she currently use a form of birth control? OYes ONo
b. Does she plan on becoming pregnant in the next 6 months? OYes ONo
c. Was urine pregnancy test completed at this visit? OYes ONo
If yes, 1) was the test result positive? OYes ONo
|

How many doses has the participant missed since the last study visit? :]

Is the participant currently taking study drug? OYes ONo
IThe following procedures should be performed during this visit:

1. Lifestyle Questionnaire Ygs N? [ H v ][ ] dd/mmm/yyyy

2. Dispensation/return of stu<_:ly drug (if YES, ol

complete the Study Drug Dispensation Yes No [ H v ][ l dd/mmm/yyyy
and Return Form - OT14)




