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ELECTRONIC MONITORING SYSTEM TRACKING - 11
NIAID ADULT AIDS CLINICAL TRIALS GROUP Page 1 of 3

PatientNumber [ [ | [ [ [ [ ][ ] DpateofPatientvisit [ [ T [ [ ][ ][] 1]]
| mmm__ dd

Institution Code| | | | | | |

Form Week |:|:|:| *Seq No. |:| **Step No. |:| Key Operator Code |:|:|:|

* Enter a “1” if this is the first of this form for this date. Designate subsequent forms on the same
date with a 2, 3, etc.

**Enter the subject's current study step number. Enter '1" if the study does not have multiple steps.

INSTRUCTIONS:

e Refer to "ACTG Guidelines for MEMS Cap Data” located at the DMC Web Site (http:/Avww fstrf.org).
o Complete a separate form for each drug/cap combination.
¢ Use 24 hour clock.

aThe use of "-1" is not acceptable as an answer to any question.

Protocol Number| | | | | |

ACTU CLINIC I:I
1. Was an electronic monitoring cap used to monitor study drug
for this SUD et ? . (1-Yes, 2-No)

If No, STOP. Keyquestion 1 only.
At Entry: Enter Yes if cap is being issued.

2. Enter the drug code of the study drug this electronic monitoring cap is used to monitor:

a. Drug Code:| | | | | | | | |Specify Drug [30]:
b. Indicate the dosing schedule ofthisdrug: .......................o 1-qd
g J 2- gid I:I
3-tid
If Other, specify [30]: 9 - Other, specify
3. AP SEIIAl B | | | | | | |
4. Was use of this cap initiated at this visit or since the last visit? ..................... (1-Yes, 2-No) |:|

If No, goto question 5.
If Yes, complete ‘a’’
Reason Issued

1-Initial study cap Date Dispensed
2-Previous cap needed to be replaced (mmm/dd/yyyy)

2. ] HEN NN

5. Was there a period of time the subject wasn't using the cap and

the cap was started AgAIN? ...........oov e (1-Yes, 2-No) |:|
If No, goto question 6.

If Yes, complete the following for each period of time not used:
Use the TAB KEY after the last entry.
a. 1* Time Not Used Since last Visit:

Date Cap Last Used Approximate Time Last
(mmm/dd/iyyyy) Used
{hh:mm)
at L LI [ :
Date Re-Started Approximate Time Re-Started
(mmm/dd/yyyy) {(hh:mm)

a2 ENEEEEEEEEIEN

ald. Specify reason [30]:
a4. Was the subject still taking this drug during the time the cap
WaS NOL N USE? L. (1-Yes, 2-No) I:I
09-12-01/06-13-02

I
L]
H___
_EEEN__| .
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Pt.No.l | | | | | | ||:|*Seq.No. I:l**StepNo. I:l Datel | | ” | ” | I | |
mmm dd VYVY
5. (Con't.) Use the TAB KEY after the last entry.
b. 2nd Time Not Used Since last Visit:
Date Cap Last Used Approximate Time Last
(mmm/ddiyyyy) Used
{hh:mm
b1. HEEEN g
Date Re-Started Approximate Time Re-Started
(mmm/ddiyyyy) {(hh:mm)
[ 1] HEgEE
b3. Specify reason [30]:
b4. Was the subject still taking this drug during the time the cap
WAS NOL N USE? L (1-Yes, 2-No) I:I

6. At this visit or since the last MEMS evaluation was there a non-dose event I:I
where the cap was removed but a dose was nottaken? ._........................... (1-Yes, 2-No)
EXAMPLE: Cap was removed to refill a prescription or to perform a pill count.

If No, goto question 7.
If Yes, complete ‘a’ and ‘b’

Cap Opened? Date Cap Removed Time Cap Removed
(1-Yes, 2-No) (mmm/ddiyyyy) (hh:mm) Specify Event [30]

a [] HEN NN NN NN
o [] Ly Cr ]

7. Was the cap usage permanently stopped? ........cccooiiiiii (1-Yes, 2-No) |:|
If No, goto question 10
If Yes, complete 'a’ and ‘b’

Date Cap Last Used Approximate Time Last
(mmm/ddiyyyy) Used
(hh:mm)

a (LT HEpEE

b. Specify reason stopped [30]:

8. Was the cap sent for downloading? ... {(1-Yes, 2-No) I:I
For Protocol A0000: Refer to Protocol Appendix for shipping instructions.
If Yes, complete 'a’ and ‘b’
If No, complete ‘¢’ and go to question 10.

. Indicate time ZONE: .. o 1-Pacific
2-Mountain
3-Central
4-Eastern

b. Was the cap sent locally (i.e. site pharmacist) to be downloaded or

to an external central I0CAtION? .........ooeere e e 1-Local I:I
If “1-Local’, goto question 8. 2-Central

If ‘2-Central’, go to question 10.
c. If No, Specify reason [30]:

09-12-01/06-13-02

50429

|

[l NN
H___
HEEN__| .
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9. Was data fromthe cap downloaded? ..................................... (1-Yes, 2-No, 3-Not known) |:|

If ‘2-No’ or ‘3-Unknown’, go to question 10.
If “1-Yes’, complete ‘a-d.’

NOTE: DO NOT use subject names, subject initials or physician names in any identifier fields.

Date Time
{mmm/dd/yyyy) (hh:mm)
o L e Ll
b. Wasthe download successful?. .. ... (1-Yes, 2-No) |:|

c. Specify file name [15]:

d. Name of person who downloaded cap information [15]:

10. Is there any further pertinent information regarding the use of this cap? ..... (1-Yes, 2-No) |:|
If No, STOP.

If Yes, complete ‘a.’
a. Comment [140]:

Print the name and telephone number of Site Contact: DO NOT KEY
astnave [ [ [ [T T T TP TP PP ETT]
FIRST NAME HNEEEEEEEEEEEEN
TELEPHONE NUMBER (LI he -t 1]

EMAIL ADDRESS OF SITE CONTACT:

ATTENTION ACTU CLINIC:
For Protocof A0000:

1. Complete and key questions 1 - 10.

2. Send the carbonless copies of the form to when cap usage is permanently stopped.
(See Protocol Appendix __ for shipping addresses.) OR
(Referto CRF Notebook Mailing Addresses Section.)

3. Original remains in CRF Notebook.

09-12-01/06-13-02 Date Form Keyed (DO NOT KEY): / /
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