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HALT-C Trial Manual of Operations

I. Introduction

Main Menu
Reports Ancillary
& Study
e Clinical | | 52 Reports
Reports eports
Trial
Status Data Tracking
Reports Mgmt. Reports QLFT
Reports
I mmunology/
Virology

Site reports related to the HALT-C Main Trial are run from the Reports portion of the Data Management
System (DMS) as one of the options on the Main Menu. Under Reports, there are five sub-menus,
each of which contains a list of reports that can be run in the DMS:

+ Patient Visit Related Reports

» Clinical Reports

» Trial Status Reports

» Data Management Reports

» Tracking Reports

Hain Menu

HAepors

Click on the type of .
report you would L E LEsiali)
liketo run, and the
list of reports you
can run will be

displayed.

15u|wbe

Production System

Chaical Trisd Ceneer Hew Eglared Begearch Tnsshres
Sporsored By HIDTE

Conlract @ H-LiE-8-2304 —

Srady Siie Mew Eiglared Beaearch Instbies

|
Each of these types of reports will be discussed below. Additional reports will be developed as needed
during the trial.
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Virology Lab reports related to the Main Trial are run from the Virology Lab Reports submenu item.

Reports related to the Immunology/Virology or QLFT Ancillary studies are available from the AS
Reports submenu item. Note that you will be able to see these reports only if your clinical center
participates in these Ancillary Studies.

At the top of each report, there are icons for both printing the report and exiting the report (returning to
the report menu screen).

«I| Click hereto

/ return to the
Participaint List Beport:

_ﬁ' N report menu
B puitz ) screen.
IC* Huamber |Crabe of Barth |[msals |Geoder Basalne Date \
|70 E OEATE | Male 0&TZM0 Click hereto print

[rifik IS0 1940  |ahc Ilale . the report.
Ly 0uM1n920  |DOD |Femals I4DLU2000
1P OE25965  |ASD (Male 012000
| 75T IXII95E  |EDF |Male 01/0u2mo
[ e DL2s1959  |FED |Female DG/102000
I'M050 W25 1%%  [REC |Male 06&DLU2000
1713 IWLFI950  [ehe  |Female DEDLAZ000
| 730ZE IS L0980  |ehc Feszle OETEZ0O0

B pecards gulpes

Please note - Unless otherwise indicated, the data these reports display, in this section, are all based
on data entry during training and development. They are not based on actual patient data. Where real
patient data are used, identifying information is blacked out.
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Il. Reports

A. Patient Visit Related Reports

The Patient Visit Related reports display information about patient visits. The following reports are
available under Main Menu — Reports - Patient Visit Related. Each of the reports will be listed below

with a brief explanation.

N ADEPT - Meri Dm Site 12 - Hepatitis C Antiviral Lang Term Treatment &gainst Cirrhosis - Micr... E"'EE

Be Edt Wesm Fgeorbes  Took  Helo ir
Gﬂm-. A ) :“" 4 Gearch __"_- Faseir bis ﬂ"'h‘hﬂ -E'I G iy [
Ehtrnss | ] hetpeistudy e, orgihablogn, ssp « | B 5o "'

Production System

Chrcal Trial Center: Mevw Englasnd Begearch Tatiubes

Doata Manages HALT-CdmMERT ORG

Sndy Sie 2t Laosais Tniversity -
2 & Trusted skes
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» Participant List:

Displays a list of participants at each center, including patient ID, initials, date of birth, gender, baseline

date, randomization date and status.

The report is always
site specific. You
cannot view data form
other clinical centers.

You can modify the
information by

selecting a specific

participant type from

You can
choose the
order of your
report.

Click here to run
the report.

e PrintaVCS:

Allows users to print out Visit Control Sheet (VCS) for a patient on a specific study visit. Note: A VCS
can also be printed from the Summary of Study Visit Screen, under the Patient Data Entry menu item.
See sections C.1 and C.3 of this manual for more information on Visit Control Sheets.

Enter the
participant 1D
and select the
specific visit you
need the VCS
for and then click
the OK button.

» Participant Status List:

Displays the current trial status of each patient at a given site. For each patient, this report also displays
relevant trial-related dates, such as the trial ID assignment date, baseline date, and randomized date.
Please be patient when running this report, since it may take a few moments to retrieve all the data

from the database.

A

A Pariicigan Rapari - Microzali Imisened Eogleser

Fease select wilkdcls site o lise:

Please seleat panticipant ovpe L
Al Pasboigorn |

Frtpnrdy e ba sl reg
Farcdomi ped Farcirsanis
Fasvagicee [pad Cankend Perdippdks
Lipmrmare | mE=pari
widi Pt i
Irmah b b abia e d Flasdos

LS
iy Epfe e ardE

Please select Wil oriler Tev:

Fartaagan ndaks
Fohopant Bxesine Uois

AT
L= [ ]

I

k]

3 Printing & YC5 - Microsofl Indermed Explorer

Frintusg & Visit Control Sheet:
Selecson Crberix

SoraEning Yisn

Saselne Vit

Wik 7

Wmek 4

Wik B "

[

=1
»H
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* Participant Visit Windows:

Allows the user to view visit windows for each visit for a particular patient. After entering a patient 1D,
the report displays the window dates for each patient visit, and the appointment date and time, if an
appointment has been schedule in ADEPT.

* Visits Without Appointments:

By selecting a date range, this report lists out all patient IDs that have completed a patient visit where
an appointment was not scheduled in the ADEPT system. You can sort the information by Patient ID, or
Window Start Date, or Patient ID, Window Start Date.

* Appointment List:

This report lists appointments that have been entered into the system. The DE user must supply a date
range. Optional selection criteria include study visit and appointment types. Output can be sorted by a
number of options. The open text fields of staff, location and comments can be checked (included) or
unchecked (excluded).

Apprinas List .!r‘l -
slciian Criue E

» Randomized Responders:

This is not a report, but a special menu item, which allows users to randomize a patient with a W20
Responder status if they meet all the given criteria. This program is used to start the randomization
process for responders who had 2 HCV-RNA positive results in visit W36, W48, W60 or W72. The
program will check to make sure responders have 2 positive HCV-RNA results and, if eligible, an
expectation of the Randomization Checklist will be added to the latest positive HCV result visit. Please
call the DCC prior to using this feature for the first time.

* Randomization Status:

This report provides source documentation of patient randomization status for the DCC and Clinical
Centers. This report lists patient randomization status based upon your selection. You can either enter
a particular participant ID or the whole site and you can select the data by Patient ID, Patient Initials,
Patient Type, Randomization Date, or Randomization Result.

* Most Recent Visit:
This report lists the most recent visit date for each ID based upon your selection. You can sort the
report by Patient ID, Visit, or Visit Date.
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* Number of Randomized Visits per Month:

This report lists all randomized visits in each month based upon your data range. The number of visits
is calculated using the beginning of the visit window. This report gives you information about the future.

It is used for planning. A sample report is given below.

FANEFT - [P D - Hismbes of Thsobomnged Saitn pes B ol (spen - Wicinsh beipmel oplois piosatsd hg 8 9 T['_'-
Number of Randomired Visits per Manth Report: -3:-] -
Salechon Crierm

Your site will
automatically be
the only site listed.

Fleaze select which site to listc

Randommized Vidily siari e Range Croms MMYYYY) [F0200) | Tos MMAYYYY) 22

0| Cance |

Fill in a date range.
Remember: the number
per month is calculated
using the beginning of
the patient window.

=

R $0

Eerlts Monday, Seplember 25, 2003 5 3030 A0

Eeminder: Number of visty per monih is caloulated using ihe heginmng afl the paticni window

Date

OAZT

203 E L] a q L] 1 L] 1 ] 2 1 o ] a ]

bﬂﬁlﬁ 12 l4leltlzl4al1lolz]2 |90 |a]|0e]|d

CEC- |
2003

x|

L
=
=
=
=

i m | 5 5 i | 5 ! 2 3

FANEFT - [P D Hismbesi o hpralomised Sain i B e - Bic sl edemed | aplois piceaksd b 4 HT['_'-

Mart ame M1 MIS MIS MI1 MI4 MI7 M3O MY M6 MW (M43 M4S | M4S | BMS4 Tetal
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+ Detailed Randomize Visits:

This report lists all randomized visits in detail based upon your data range. A sample report is given
below.

e Wl Db priiiid - Fiaiidda Caslfd - D bal] Flassfvwmiined Wisils Meparr - Wiceomaf lntar et Dephores

Miﬁummmmw ;
0272003 for Site: 11 & ™

Hesults Thareday, Seplember 146, 2004 10:3332 A

Pastlom 115 mﬂ Wlai “‘m Vislt Dage | Appe Dot Appt Time Hrall Loeation  © pesssnrs
R TER YN BAS B ’1“%";}"}"3
TE-915-6A FAS a5 | '_:':l-";—r'l-l;-_;
11-014-A044 HAS B ]L:'I"-_‘L'm}

* Monthly DOB Report:

This report lists active HALT-C participant date of birth (DOB), Patient ID, and Patient Initials based
upon your selection of a particular month. You can modify the data by sorting it by Patient Initials, ID, or
date of birth. You can use this report to find out which patients will have birthdays next month so you
can send out birthday cards.

X AEPT - NERI Ol Sl Fﬂ!uHIL rill.lH Hipnl‘l Hl.rl'l'lul II‘"lml. Elbhrul F'miﬁi hT H ERI

Month DOB Report: )=
Selzpnces Crpens ""'Jl Ej
P Your site will
X automatically be
the only site listed.
Select the month
Slani M of birthdays you
Fakruary would like to see.
Waich
Apri
Ly _'H
Relwrt Ol Order by Date of
TR < Birth, Patient Initials
Airsrt or Patient ID.
.|
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You will see a list of patient birthdays for the month selected.

'HA.E'I‘-!::II U5 Ritw - Mlerreth D00 Mo - Microeedt bnterwet Explorerproovisded ey 5. 6L
Memth DOB Report:
Eepart Digte: Thu Tar 12 104531 EST 2003 =1l ? -ﬂ
BB o bty of JAH S W =
i
Patiesi TT¥ Initials IR
54 BOW (T
019.4 Ik Birthdays falling in the month of
2624 KR 01 134 January are displayed.
B =W 0l 1553
T 3FH on T Note: Site number and DOB day
3 AT [HTI LT have been blanked out here for
i Lla 1331 confidentiality, but you will be able to
102 NI ol 73 see them when you run your report!!
5.2 CE] 11 1952
304 E 1552
10 reeords sl
ek | oo
&

* Upcoming Procedures Report:

Please note that this report is not a comprehensive list of all upcoming procedures. Refer to the Visit
Control Sheet (VCS) for the complete schedule of procedures. The intent of this report is to list
procedures that take more time or require extra scheduling. The report is a useful tool for planning your
month.

The procedures included in the report are:

Endoscopy

Ultrasound

Biopsy (with specific requirements, depending on the Ancillary Study)

QLFT (for those participating in the QLFT Ancillary Study)

Neuropsychological Testing (for those participating in the Cognitive Effects Ancillary Study)
Fresh Blood shipping for PBMC

~ooooTw

The report gives information about:
a. Visits due in the time period selected.
b. Special procedures (those taking more time; needing extra scheduling) that need to be
performed for each patient.
c. Ancillary Study procedures (those taking more time; needing extra scheduling) that need to be
performed for each patient.
d. Totals for each procedure needing to be performed in the time period selected.
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To access the report, go to Reports-Patient Visit Related. You will see the following screen:

Optional: If you want to see the
entire visit schedule for a particular
patient, enter the ID here and do
not select a date range.

3 ANEPT - Heri Din Site | - Ligeonming §

¥O

Selecten Cniena

Patient D Your site will
automatically be the
Site: only site listed. Enter a date range or select “This

Month” or “Next Month”.
From (WMMDICTT YY) 04901/2004 }<_ Remember: the number per month
To (WMMTIVTY YT 09502004 is calculated using the beginning of
ThisMonk | | MedMonk | | CearDak | | the patient window.

Order Hy: Select “Visits with upcoming

: — procedure(s)” if you would only like to
Begirning of g wsi window Visits wih upcoeming peo ced wefs) see only those visits requiring special
i Dale preparation or scheduling (Endoscopy,

Ultrasound, Biopsy, QLFT or
Neuropsychological Testing).

Order by Patient ID, Visit, =
Beginning of the visit % [owen]
window or Visit Date.
Note: Visit Date will only
appear if the visit has
been completed.

Here is what the report looks like. At the top, you will see all of the criteria you selected for the report.
Then you will see a list of patients and the procedures due. Totals are at the bottom of the screen.

Remember: the number per month is calculated using the beginning of the patient window.

Note: “Biopsy for Main Trial” will be listed for all patients requiring a biopsy. If there are additional
procedures required for that biopsy, due to participation in an Ancillary Study, more information will be
listed after “Biopsy for Main Trial”, such as “Biopsy for Main Trial, TGF-B1” or “Biopsy for Main Trial,
Iron (HIC), CTL, Replication”.
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* Visit Data Cleaning:

The report combines the following reports in one single document: Site Pending Edits, Site Outstanding
Forms, Block Tracking, Does Adjustment reports, Dispense/Return reports, SAE & AE reports. Before
this report was created, if you wanted to do any individualized data cleaning as patients came in for
their visits, you had to run each report separately. Then you would have to go through and find which
items applied to your patient. Now, you simply enter the ID number for the patient coming in for a visit.
All of the above reports are automatically run for you, but only for that single ID number. Once you have
printed the report, keep it with the visit control sheet and the rest of the patient packet.

To cut down on time and future data cleaning, generate the report before each patient visit. If you see
that a form or Block Food Questionnaire is outstanding, you can add that form to the patient’s packet. If
a form is pending edits, you can resolve the edit while the patient is in the clinic for his or her visit. The
report also gives you patient-specific information about medications, adverse events and serious
adverse events, which you may be able to resolve while the patient is in the clinic.

This is also a useful report to run when a patient will be transferring to another site or needs to be
terminated. Run the report to see what is still needed before proceeding with transfers or terminations.

B. Clinical Reports

These reports display clinical information on patients, extracted from data in the HALT-C DMS. This
menu item consists of seven submenu items to better direct the user when accessing clinical reports.
Reports available are:

1. Trial Meds:

» Peginterferon Doses: Reports any dose changes and reason(s) for a specified patient. You can
run the report by entering a valid Patient ID number.

* Ribavirin Doses: Reports any dose changes and reason(s) for a specified patient.

The Peginterferon Dose Report can be run by patient or for the whole site. (The Ribavirin Dose Report
is run the exact same way and the same instructions apply.)

Enar 113 &

TPl g N il e My 1. Typein the ID number of the
r patient who is coming in.
o 2. Click OK.

C.6: DMS Reports Updated: 12/01/2004 Page 12 of 29




HALT-C Trial Manual of Operations \

The report displays all dose adjustments entered into the DMS. The report should be checked against
the hard copy in the patient’s chart to ensure that all entries have been data entered and match. Please
do not use “99-Other” as a reason if one of the other options is better suited.

Be sure that the “Previous Dose” of the most recent entry (01/07/2001) corresponds to the “New Dose”
of the previous entry (12/17/2000). Please see highlighted doses below as an example.

Once a patient has been randomized to treatment, both medications should be dose adjusted,
peginterferon to “90”, unless otherwise indicated by the PI, and ribavirin to “0”. When a patient is
randomized to control, both peginterferon and ribavirin should be dose adjusted to “0”.

Peginterferon Alfa-2a Dose Report for Site: XX
Report Date: Tuesday, March 09, 2004 3:21:08 PM

Patient ID #: Patient Initials: Date of initial interferon dose: Initial dose: 180 mg
XX0552 XXX 11/13/2000
| Date |Previous Dose|New Dose| Reason for Dose Change | Explanation
11/13/2000 | 180mg | |
12/17/2000 {180 mg [135mg |Adverse reaction labsolute NEO.7
|01/07/2001 135 mg 1180 mg |Adverse event resolved \Absolute NE up 1.0
110/07/2001 180 mg l0mg |Changed according to protocol |

» Peginterferon Dispense/Return List:

Reports Interferon dispensation and return information for each patient. The report displays all
Peginterferon dispensations and returns entered into the DMS. The report should be checked against
the hard copy of Form #26 in the patient’s chart to ensure that all entries have been data entered and
match.

Once a patient has been randomized and they have brought in all 180 ml vials of drug that they have,
all unaccounted for 180 ml vials of peginterferon should be declared “lost” and should be recorded on
Form #926 Lost Drug Accountability Log. Please refer to the QxQ if you need more explicit instructions
for completing the form.

* Ribavirin Dispense/Return List:

Reports Ribavirin dispensation and return information for each patient. The report displays all Ribavirin
dispensations and returns entered into the DMS. The report should be checked against the hard copy
of Form #27 in the patient’s chart to ensure that all entries have been data entered and match.

2. AEs

e« Serious Adverse Events:

Displays a detailed list of all SAE’s data entered for your site. To run the report enter a valid Patient ID
number (optional) and then modify your search. You can search for SAEs that occurred during a
specific trial phase, or you can select a date range for date of onset or for a more recent update. You
can also modify the selection by searching for a Peginterferon/Ribavirin related event or for a specific
event status.

This report will generate a list for that particular patient indicating any SAEs that are still listed as
continuing in the DMS. The report should be checked against the hard copies in the patient’s chart to
ensure that all entries have been data entered and match.
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Any SAE that has been continuing for longer than three months should be followed up on and an
update should be completed.

This report will also let you know what the ICD-9 code entered was and this code should be checked to
make sure that 799.9 is not displayed. If so, change to the appropriate code. If you need assistance
contact NERI.

JADEPT -NERIDM _ _ Serious Adverse Events Report - Microsoft Internet Explore... [N [=] I

1. Typein the ID number .
of the patient who is Nite:
coming in.

Patient TD: |

2. Select “All” for phase and
drug relation.

DAF Decurred Dad dﬂﬂlue:\l{ﬁ{'m“'m“iﬁh Related:

Uinredated
Fiamphe
Fossible
Frabehle

Randamuzed io Caniral _;I

Date Range for Date of Onser: Date Hange for the most recent update: | 3. Select “Continuing”
for event outcomes.

From: | Ta: | From: | To: |
. . ) , |Fasobed, nosag
Drisplay sumbamary type: M Event Chateatke: Rasohed, wit
I:.l:m'trurg d

4. For the other options, select as
you best seefit. Fed freeto

modify your search. oK @/ Click OK.
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Hgb/ Dose Reduction:

Reports all dose reduction related to low hemoglobin. You can search for hemoglobin dose reductions
after a specific date. The report lists Patient ID, Initials, Visit #, Draw Date, and Hemoglobin. Any dose
adjustments are also listed with respective reasons. The presence or absence of heart disease is

marked at the end of the report for each Patient ID.

Erpdts for and blood dravn affer: 0180 12000 Eeport Dae: Toesday, September 14, 2004 930623

AL

Pastaent [T}
110021

Tmitiale
DiTT

Diose adjwstment: Dars 0718 2001

Heart Dissase

]-Ii_b-u.-]ql_-\,.“'.-
25 Mo

B8

YWimn &
S0
Wao
oz

From: 150

X ADLFT Development - Marins ihowa - | ighese Reductions - Micross Intermel Loplores

Diravm [ads
0501 2000
DR 1E0 0
1171 &20in]

To 130

[No
Hewt diease el
Hgk < E5 Yes Hgh Eall = 2 aft=r
WOl Ma
.. End data for
L0021

Hgh fal = 3 smce W0 Yes

B
3" @

Hemogloban
15
15
2

Chamged aceorhimg te
pratocol

Heart diseass and Hgh < 12
e WD Ne

ANC/Platelets/Dose Reductions:

Reports all dose reductions related to low ANC and Platelets.

B ADEET Cavelopmesd - Marine Bifroes - ANLS lsicinlsifidaee Beduciicem - Microssfl Infernei Laplear

Fapghs for rex; 11 Report Tiske: Tessday, 2
Pavienr [} Ledtinls
11=00]-0 [N
Dags I
adljus e bRk s ne
Dioge L ek
aljusemeni 0 e
Doss Lt i
aljuisEanenl RS RS R

Vi & Py sy Dlare

Wa 1R £2000

eptarpbar 14, 2004 53233 AM

M enmeplils value

W 051 2000 d
00 10012000 2. 13&
Wi T2 23000
] 111 172005 }
kACH2 TEHN R 2
e ORAT2D04 k=
From: 189 Lac a0 Fohsaigged aoordeg o
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End élllﬂ! i 10018 [ ——
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55
35
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33
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* AE Searching:

This report allows you to search for a specific AE. You can set up specific selection criteria to modify

the search.

7} ADEPT - NERI DM

Adverse Event Search Repori:
Salection Crbena

Patient IT {Optional): |

A/

- Adverse Event Search Report - Microsoft ntermet Explorer — =]

2O

1. Type in the ID number of

the patient who is coming in.

Aglverse Event [T Cade; | Adverse Evest Descrpaon; |

2. For the most
complete results run
the report without any
specifications in the
ICD code or
description fields.

Ribe: Cirder By:
Em
E-vant Ciat
Event iCD Code
Ervnat IL'F?ii:lu'l.'ll'l
Firsal IC0 sl
Firesd Dgmcnphion
3. Sort the
results in the
easiest to D—"I g s
follow manner \
Click OK

=

The report displays all adverse events entered into the DMS. The report should be checked against the
hard copy in the patient’s chart to ensure that all entries have been data entered and match.

The code of 799.9 is not an acceptable code. If coding assistance is needed please contact the DCC.
Adverse events that are continuing are indicated by a “-2” in the Final ICD Code and description
columns. These should be followed up on at the visit to ensure timely resolution of these events.

This report may also be helpful when trying to determine and ICD-9 code for a particular event. Try
using different key words in the Adverse Event Description box and see what you come up with.
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3. Labs

* Cumulative Lab Report: Displays lab results that have been recorded in the DMS for a patient
* AFP Report: Reports the AFP results for a patient and the visit

* HCV RNA Report: Displays HCV RNA results for a patient at a chosen study visit

» Aberrant Lab Value: Displays out-of-range values for each patient and the clinical center

* Genotype Report: Displays the genotype of the HCV RNA for a chosen patient

4. Ishak Scores

« Ishak Scores: The report lists all the Ishak scores at your clinical center.
« Individual Ishak Scores: The report lists individual Ishak scores for the Patient ID you have
entered.

5. Clinical Outcome

* Clinical Outcome Report:

The report lists all clinical outcomes in order of ID and adverse event number for your clinical center.
You can modify your search by looking at a specific type of outcome, time period, or trial phase. You
may also choose to run the report for a specific patient ID. The report gives detailed information about
each outcome including patient information, description and decisions.

* Clinical Outcome Summary:

The report lists all clinical outcomes and adverse event number for your clinical center. You can modify
your search by looking at a specific type of outcome or time period. You may also choose to run the
report for a specific patient ID. The report gives a single line of information about each outcome.

6. Medications Report:
The report lists all medications. You can search for all medications, prescription drugs only, or

OTC/Herbal medications only. It can be run for the whole clinical center or for a specific patient ID or
medication code. You can sort the information by patient ID, medication code, or reported start date.
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7. Death Report:

The Death Report is a summary of the Death Report (Form # 64). This report is sent to the Data Safety
Monitoring Board (DSMB) as deaths occur and in included in the annual DSMB report. The report
includes a quick summary of the death including the date, whether the patient was admitted to the
hospital, if there is an autopsy report available, whether the death is related to hepatitis C, liver, or study
drug, and a summary by the site’s Pl of the patient's death. When using the report you can modify your
search my entering a particular Patient ID, date range, trial phase, or cause of death.

#-ADEFT - NERI DM Site 20 - Death Repod - Helzcaps

Death Report for HALT-C Trial, 03]
Enter Patient ID if you are looking Your Stewill
for a specific death report. Leave Kitw; ;
blenk to seerch by oiher tritaia - & 2utomatically bethe

only site selected.
Patient 115 | /
¥ |
Death Ocewrred During Trial Phase: Death was: Select trial phase and/or “Death

was’ options to narrow your
search. You can leave these set at

Cesdln Hapalilit ¢ Related 4| “All” if you want all cases listed.
= Livier Histited
Randormized

ke effect of sudy drug &)

Handomized 1o Contral &

Date Range for Date: of Death: Enter a range of dates if you want to search for
From: | Ta: 4—| deaths during a specific period. If you leave these
boxes blank, thereport will include all dates.

C. Trial Status Reports

e Trial Status Report:
Displays a “snapshot” of the current trial status of patients at your site. It displays the number (and %)
of patients at different points of the screening process and at each of the trial phases.

* Trial Status by Race:

Similar to the Trial Status Report, except that this report displays a breakdown of patients by race.
» Trial Status by Gender:

Also similar to the Trial Status Report, but this report displays a breakdown of patients by gender.
* Monthly Recruitment:

Displays the number of recruited patients for each month from the beginning of the study or within a
specific time range.
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* Recruitment Report by Race and Gender:

Lists the recruitment broken down by race and gender from the beginning of the study or within a

specific time range.

* Patient Visits Report:
This report lists all visits in each month based upon your data range. The number of visits is calculated

using the actual visit date. This report gives you information about the past. It is used for retrospective
reports. A sample report is given below.
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* Monthly Randomization:
Lists cumulative randomization in each month per site. You select a time range if desired. You may also

check the “Detail patient type(Lead-In, Express, Relapser/BT)” box if you would like the report broken
down by patient type.

* NIH Race/Gender Report:

Lists cumulative numbers of the patients at the different trail phases broken down by gender and by
ethnic and racial categories.
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D. Data Management Reports

A number of reports are available to help in routine data management tasks. Site data management
personnel should routinely run these reports in order to monitor the status of data forms at the site. The
data management reports that are available are:

* Detail Form Status Report:

The Detail Form Status Report is very useful in tracking the status of forms at your site. It provides
information on forms that have pending edits, forms that are expected, but not yet entered, forms that
are complete and missing forms. Data management personnel should run the Detailed Form Status
Report on a regular schedule to ensure timely and accurate data entry.

The default options display the status of all forms for all study visits. It is also possible to select a
subset, by specifying particular forms, particular study visits or only some form statuses. To choose
more than one item from the “Select Event” or “Select Form” list, hold down the <Ctrl> key while clicking
on the items that you want to choose.

The screen that allows you to choose options for the Detailed Form Status report is displayed below.
Clicking “OK” with these options will run the report for all forms at all visits and only forms with pending
edits.
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An example of the resulting Detailed Form Status Report is shown below.
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* Detail Form Status by ID Report:
This report allows a user to look up each form and form status listed for a specific patient.

If you would like
to search for
forms that are
expected only,
uncheck the
other boxes.

Select a specific event
from the list. You can
select multiple events by
holding the <Ctrl> key
while making your
selections.
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“Site Forms” so that they
only see forms that are
available for entry at their
clinical site.

* Missed Visit Report (List Missed Visits):

This report allows you to check if any visits have been missed (Form #24 entered). You can choose a
date range to search through and you can choose to sort by patient ID, window end date or a

combination of the two.
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* Override Review Report:

After selecting a date range, this report prints out a listing of overrides done on forms during that period.
This report can be sorted either by patient ID, form and question, the override date or the initials of the
person who performed the override.

For example, when the following report is run, it will display information about overrides that were set
between 12/01/2000 and 12/12/2000.
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e OQutstanding Forms List:

Lists all forms not yet data entered if the last day of the visit window has passed by two weeks or more.
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* Override Summary Report:

Lists all the overrides done on a particular form. To run the report, select a form from drop-down menu.
The report displays each question on that form and the percentage of values that has been overridden,
resolved and/or has pending edits for each question.

A sample report for Form # 30 is shown below. Note for question B1, 6.3% of the answers are pending.
For question B3, 6.3% of the answers have overrides. If a particular question has values that were
overridden, each instance is listed, with the patient ID, event, value overridden, and override reason.
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Abbreviations used in
the output:

“Val” refers to
values out of range.

“SV” refers to the
fact that special
values (e.g. —9) were
used.

* Monthly Tasks Report: There are two reports listed under this submenu:
a Ineligible Patient Report — The report lists all ineligible participants at your clinical center.

Participants only stay on this list for five months after ineligibility is determined by Form #3

a Prescreening Patient Report — The report lists all prescreening participants at your clinical

center.

* Outstanding Form 26 List: Displays a list of all Forms #26 (Pegasys Accountability Log) that are

outstanding.

E. Tracking Reports

These reports provide a list of patient-specific items to be forwarded to NERI, tracking what materials

are outstanding/expected in the DMS. These tracking reports are:

» Expected Biopsy Listing: List of biopsies expected at the DCC

» Expected Endoscopy List: List of endoscopy photos expected at the DCC

* Block Tracking: Reports the Block Food Questionnaires received and those still expected. When
you open the report, check the box to the left of “1st FQ not received” and “2nd FQ not received”
and click OK. Check to see if this patient is on the list. If so, add a Block to the packet of forms. If a
patient is randomized, collect SO0 Block up to M12. If M12 is passed, let the DCC know, and they
will set it to missing. If the patient is a responder, collect the SO0 Block up to W36. If a patient has
not completed their M18 Block, continue to try to get it until the patient is no longer in the study. If
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the patient has refused to complete the Block or they do not speak or read English well enough to
complete the questionnaire, inform the DCC and they will set it to missing.
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If it says “Y” in the “Block Received at SO0” column or the “Block Received at M18” column, that means

the Block has been received or set to missing by NERI. If it says “N”, that Block still has not been
received.

» Site Outstanding QC: Lists forms selected for QC, but not yet double data entered at the DCC
* Expected CIDI Report: Lists CIDIs files expected at the DCC

» Site Pending Edits: Lists all pending edits at the clinical center for only those forms data entered at

that clinical center.

» Site Outstanding Forms: Lists forms not data entered where two weeks or more have passed
since the visit window closed. Only those forms data entered at that clinical center are listed.

» Site Freezer Inventory: This report lists all specimens still at your clinical center based on your
search parameters. You can sort the data by Patient ID, visit, sample ID, or collected date. The
report displays the sequence # and the number of specimens for a patient at a certain visit.
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» Distribution of Viral Load:
This report shows specimens received and results data entered by the Virology Lab for all sites. You
can sort the data by patient type and you can set up a data range.

« Virology Lab Specimen:
This report shows the total number of specimens received and reported (entered) by the Virology lab for
all sites by visit number. You can modify your search by stetting up a specific date range.

« HCV Genotype Distribution:

This report displays the distribution of HCV Genotype test results in the DMS for your clinical center.
The report displays the results by total count and by percentage.

IV. Ancillary Studies Reports
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A. Immunology/Virology Ancillary Study

* Baseline Immunology /Virology Specimen Collection:

This report displays the Immunology/Virology specimen collection at your clinical center. The report
includes the following variables:_Patient ID, Trial Status, Screen Date, CTL Blood (S00), CTL Liver
(S00), Replication (S00), Baseline Date, NA (W00), Quasi (W00), LP (W00), and F176.

* CTL Shipping Report:

This report shows CTL shipping data. It lists the Patient ID, Patient initials, Visit, CTL Specimen Type,
Date Shipped, Date Received, and the condition of the specimen. You can also specify a date range for
this report.

* CTL Unavailable Liver/Ineligibility Report:

This report shows which patients are participating in CTL AS but are either ineligible for HALT-C trial or
have not had sufficient liver collected at the screening biopsy for CTL study. The report displays Patient
ID, Old ID, Patient Initials, Eligibility for Trial, Date of CTL Blood Draw, Number of Tubes Collected, CTL
Liver Collected, Date Of Biopsy, and CTL Liver From Form # 501.

e LP Shipping Report:

This report shows LP shipping data for your clinical center. It lists the Patient ID, Patient Initials, Visit,
Collected Date, Date Shipped, Date Received, and Condition of the specimen. You can also specify a
date range for this report.

* Month 24 Immunology/Virology Biopsy Report:

This report lists M24 visit Immunology/Virology liver biopsy requirement for each patient in the next 3
months at your clinical center. You can sort the data by Participant ID or visit window. The report
displays Patient ID, Patient initials, Month 24 Visit Window, and the reasons why liver was or was not
required to be collected.

B. OLFT Ancillary Study
e SPECT Scan

o No Received Date Report — The time between the visit date and today’s date is more than one
month and Dr. Wittry still has not received SPECT. If Form 192 has been entered, the item will
not show up on this report. Only Sites 14 and 19 are listed in this report. Only sites 14 and 19
and NERI can see this report.

o Form 192 Expected Report — Lists Form 192 as Expected only if Dr. Wittry has sent the
SPECT scan to UCI for processing.
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V. Site Map

The Site Map is a report especially designed to provide a listing of all reports available to ADEPT users.
The report is site specific and will show only the reports that a particular user has access to.

To Site Map is located under the main menu and it will automatically bring you to the report you are
looking for.

You can use it to search for a report, even if you are not sure what the exact report name is. As long as
you enter a part of the name, you will be provided with a list of reports whose title includes the word(s)
you have entered in your search.
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