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Introduction

License Agreement

EP Evaluator software may be installed (“Trial version”) and used for a 14-day
trial period without the use of an unlock code on an unlimited number of comput-
ers. After the 14-day trial period (which begins with the initial launch and ends
14 days later), the EP Evaluator software will cease to function. However no data
will be lost. In order to obtain an unlock code for EP Evaluator software to con-
tinue its use, the user must contact Data Innovations LLC to purchase a license.

The above is the first paragraph of the End User’s License Agreement (EULA).
The remainder of the agreement may be read when EE is initially launched.

Technical Support

One of our major goals in designing this program and writing this documentation
is to be sufficiently clear and complete so that you will be able to find the answers
to whatever questions you may have without calling us. However, if you do have

questions, the EP Evaluator subscription includes the following resources:

1. Use of the software for 1 year.

2. Telephone support for the duration of the subscription.

3. Software updates (for the plan to which you subscribe) released during the
subscription period.

4. Training Webcasts.

Software Licensing

Single PC License allows the user to install the software on one PC at a time.
Only the user of that PC may access the data. In the event of failure of the PC on
which the software was originally installed, or in the event that there is an admin-
istrative decision to move the software from one PC to another, the software can
be installed on the new machine and DI will issue an new unlock code.

On-line Unlock Codes (“Web Activation Codes”) may be purchased on a sub-
scription basis. Up to three unlock codes may be issued. The first will be for one
year from the date of issue. The second two will have the same expiration date as
the first one regardless of when they are issued. This allows a user to install the
program on multiple PC’s but all subscriptions will have the same expiration date.
However, if an additional unlock code beyond the initial three is needed for any
reason, a new subscription will need to be purchased.

Introduction -i-
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Network License provides for EP Evaluator, Release 11 (EE11) being installed
on one server. Any PC which accesses that server may run EE11. The software
will limit the number of users accessing the program at one time (concurrent us-
ers) to the number purchased. For example, if a facility has purchased a network
license for 5 concurrent users, then many users can run the program but no more
than 5 users can use the program at the same time. One major restriction is that
only one user can access a given project at a time.

Duration of License: EE is available only on a subscription basis. Subscriptions
are usually for a period of 1 year. Subscriptions for other periods are available
upon request. If a new version is shipped during a user’s subscription period, the
user’s software will be automatically upgraded to the new version. In addition,
subscribers get unlimited free telephone support. This support does not include
writing customers’ documents or making decisions about the acceptability or
interpretations of the results.
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History of EP Evaluator, Rhoads and Data Innovations, LLC

The firm, David G. Rhoads Associates, Inc. (Rhoads) which initially developed
EE was incorporated in 1983. It was always deeply involved in the science and
technology of the clinical laboratory. This has evolved over the years to include
quality assurance and lab management tools.

David G. Rhoads is the individual primarily responsible for the overall design of
EE. He has had 9 years of experience as a hospital based clinical chemist. He has
a Ph.D. in Biochemistry from Brandeis University, is Board Certified in Clinical
Chemistry (DABCC) and has been a member of the AACC since 1975. He is very
concerned with the quality of the work coming from clinical laboratories.

Data Innovations (DI) acquired Rhoads in July, 2009. DI was incorporated in
1989 by Gregory R. Vail and David G. Potter. Its primary product is middleware
(MW). MW is a laboratory data management software application designed to
increase efficiencies and improve workflow. MW supports pre-analytical, analyti-
cal, and post-analytical sample processing and non-analytical tasks such as equip-
ment maintenance.

Data Innovations is the leading vendor of MW world-wide having installed over
6500 systems in over 60 counties. EP Evaluator® is the leading statistical qual-
ity assurance software package and is in use in well over 2000 labs in the United
States and Canada.

Our customers and partners include large IVD vendors such as Roche Diag-
nostics, Abbott Laboratories, Sysmex-America and Beckman-Coulter; reference
labs including Quest Diagnostics, ARUP and LabCorp plus many hospitals and
medical centers, large and small throughout the world.

Clinical Laboratory and Standards Institute Notice

This software incorporates copyrighted Standards and/or Guidelines of the Clini-
cal and Laboratory Standards Institute
(“CLSI”). These Standards and/ or Guide-
lines are used in this software by permis-

sion of CLSI. O
CLSI HEREBY DISCLAIMS Mw ) ANY

AND ALL LIABILITY TO ANY USER OF
THIS SOFTWARE.

For updates of the Standards and/or Guidelines incorporated into this software
and for information about other CLSI publications, the user may write to CLSI
at 940 West Valley Road, Suite 2500, Wayne, PA 19087-1898, may call 610-688-
0100, may e-mail CLSI at customerservice@clsi.org, or may send a fax to 610-
688-0700.

Document last edited: April, 2014
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Getting Started

Physical Shipment Website Download
Package Contents Setup File Contents
CD-ROM! Executables in Setup File
User’s Manual in PDF form on CD-ROM User’s Manual may be obtained from Data
Innovations.
Notes:
1. EE may also be downloaded from our website.

The software as shipped is the same for all 5 desktop versions of EP Evaluator®
Release 11. The actual version that the user sees and any limited dating, is
controlled by the Unlock Code entered into EE when the program is initially
launched. The same manual applies to all versions of EE11.

Available Versions
Network
Security and

Version Num Modules | Projects | Connectivity | Audit Trail
CLIA 10 - - —
COFRAC 10 - - —
Vendor 10 Y Y -
Standard 33 Y - -

Standard plus

Data Captpure 33 Y Y a
Professional 33 Y Y Y

As part of our Green Initiative, the manual is no longer automatically shipped
with the software. It is available from two sources:

e CD-ROM. The PDF file for this manual is on the CD-ROM.

*  On the Data Innovations website. Address: http://www.datainnovations.com/
products/ep-evaluator

Getting Started 1-1
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System Requirements

Hardware and software requirements for EE are listed in Appendix C, Technical
Notes for Network Administrators.

Installation and Software Registration

1-2 EE User’s Manual

Initiating the Installation Process from CD-ROM

* If your AutoRun facility is turned on for your CD-ROM drive, it will
automatically install EE from the CD-ROM.

» If'the program does not start up with the Auto Run feature, follow the
instructions below:
* Click on Start.

* Click on Run. Type in the CD drive name such as “D:\” where D:\ is your
CD drive.

e Click on Browse.

* Double click on the application with the name similar to
SetupEE11- 0(36).EXE. (This name will change over time, but it will
always have the form of SetupEE11-d(dd).exe where d represents a digit).

» This will launch the installation process.
* Follow the cues which then come up to prompt you through the rest of the
installation process.

Installation Process

A series of prompts will be displayed which will lead through the installation
process. These will be:

* A prompt notifying you that the installation process has started. You have the
option of continuing or stopping at this point.

» Aseries of screens will be displayed which list the names of the files being
automatically extracted.

» Ascreen is displayed which shows you the licensing agreement. You must ac-
cept this agreement before installation can continue past this screen. Select the
“I agree” checkbox and click on OK to continue the installation process.

» Ascreen is displayed which displays the location in which EE is to be in-
stalled. If the specified location is not satisfactory, click on Browse to change
to another location. Click on OK to continue.

» The installation process will now proceed to its conclusion. At its end, a small
dialog box will announce this achievement. Click on Finish to conclude the
process.
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Windows
2008 Server/
XP/7

Read/write/delete access must be provided to the EE11 folder and its complete
directory structure and to the user’s application data folder! This includes be-
ing able to create and delete files even if the user does not have administrative
privileges. These rights must be granted before EE can be launched and run. In
many facilities, these rights are controlled by the IT department.

System Administrator rights are required to unlock (or web activate) the software.
However, once the software is unlocked, a non-System Administrator may operate
it.

System Administrator rights are also required to use EE in evaluation mode prior
to unlocking it. If necessary, Data Innovations support can issue a short-dated
unlock code to allow you to evaluate the software.

Initial Launch of EE

Every time you launch EE, before you have entered an unlock code, a screen
similar to Figure 1.1. will be displayed. Various messages may be displayed just
above the buttons. This example shows the number of days left in the trial period.
You automatically will get a 14-day free trial period the first time you install the
software on a PC. You must get an unlock code for use after that initial trial pe-
riod.

EP Evaluator Trial.
The program will stop functioning after 14 days of use.

During your trial period the reports are stamped EVALUATION COPY, and the company name in
the upper left corner is Kennett Community Hospital. You may purchase the program, or obtain
arenewable one-year subscription. Select the How to Order button for more information about |=
what features and pricing plans are available.

When you purchase or subscribe, you receive a special code that removes the EVALUATION
COPY stamp and allows you to place your own company name on the reports.

If you have an Unlock Code, click the Unlock button to enter it. An Unlock Code ties the program
to one specific computer. You must supply your 8-digit system ID in order to obtain an Unlock
Code.

Your trial period for this software will end in 14 days.

{ __Continue Evaluation I € unlock | @ Web Activate | ? How to Order

Your System ID is 7758-3E60

Figure 1.1. Trial Period Screen

There are two ways to unlock the software: 1) by Web Activation, or 2) by
Manual Activation (obtaining an unlock code by phone or email, then typing it
into the software.) These two methods are described below.
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Web Activation

Web Activation allows you to unlock the software only once using the web activa-
tion code. The code is valid for the one year subscription period only. The activa-
tion code contains an expiration date which is typically one year from the date DI
receives your purchase order for EP Evaluator. Please activate EP Evaluator as
soon as you receive the activation code to ensure you benefit from the full sub-
scription period. If you need to re-install the software on a different computer or
server, contact Data Innovations
support to obtain a new activation
code. The provided code will be
valid for the remaining term of
your subscription.

nter Web Activation Code %]

NI = o Clinica| L abaratary

Inatitution: |Kennett Community Hospital

L oation: |Kennett Square, PA 19343

L ) wieb Activation Code:
Web activation is not available eb Actvaon Code: |

for all EE versions, and it is
available for annual subscriptions
only. To use web activation, you
must have obtained a Web Activation Code (WAC) at the time of purchase.

oK ‘ Cancel | ? Help ‘

Web Activation is extremely simple if EE is allowed direct access to the Internet.
Click Web Activate on the Trial Period Screen. You will be asked for your Web
Activation Code.

Enter your Department, Institution, and Location. The Department and
Institution are printed on every page of every report. Once you enter them, you
cannot change them without assistance from Data Innovations Support.

Enter your Web Activation Code, then click OK. EE will contact the
Data Innovations Web Site, confirm your activation code, and unlock the soft-
ware.

This simple form of web activation requires that EE be allowed access to the
Internet. If your company prohibits access, you can still use your web activation
code, though the process is a bit more difficult. Use your browser to go to
http://www.datainnovations.com/products/ep-evaluator/web-activation and follow
the instructions there. Note that you will need to provide both your WAC and your
8-digit System ID.
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Manual Activation

You will have to provide Data Innovations with your PC-specific 8-digit System
ID in order to get the Unlock Code. The 8-digit System ID can be found at the
very bottom of the screen shown in Figure 1.1. In this example, it is F43A-004B.

Contact Data Innovations with your 8-digit System ID, your Support Number,
your name, institution and address using the contact information provided in the
Introduction of this manual.

Please provide a telephone number, fax number or email address so Data Innova-
tions support can get back to you with your Unlock Code.

When you have your [EnterUnlockCode ——__©||
Unlock Code, click .
Unlock on the screen Clepartment; !Elinical Laboratony
shown in Figure 1.1. Institutior:  [Kennett Community Hospital
The Registration Screen i !Kennelt Square, P4 19348
will be displayed.
Unlock Codz: [BPO1-4671P911-10AUG2003
F.irst‘enter thc? registra- - I T I ~
tion information (De- :

partment, Institution
and Location) for your
institution. The first two lines of this registration information will be displayed on
every page of every report. Then enter the Unlock Code you obtained from Data
Innovations. Please make sure that you enter the correct registration information.
It is difficult to change. If the registration must be changed, call Data Innovations
and they can help you with that change.

Reinstallation or Updating Existing Software

Copies of EE can be legally re-installed on other machines providing the terms of
the license are not violated. (See section on Software Licensing). Use the installa-
tion process described above. If the initial trial period or subscription period has
expired, you will need to get a new Unlock Code from Data Innovations. EE can
be updated repeatedly on the same machine. If your PC has been replaced, you
will need to get a new Unlock Code.

Un-Installation

Un-installing Windows version of EP Evaluator (CLIA for
Windows, Releases 4 through 10):

* Select My Computer. Select Control Panel. Select Add/Remove Programs.

* Click on the program name. This will delete executables and icons that were
originally installed. Your data will NOT be deleted.

* To delete the remainder of EE, you can delete the whole EE folder using
Windows Explorer. NOTE: If any of the data in the database is important,
make sure that you have a safe copy of it BEFORE you delete the folder.
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Un-installing Older DOS versions of EP Evaluator

To un-install older DOS versions of EP Evaluator (Releases 2 or 3), delete the EE
folder (usually on the C drive) using Windows Explorer (or whatever it happens
to be called on your system).

Bringing old data forward

Many users will want to bring their data from previous versions of

EP Evaluator forward to EE11. If the old data is on the same PC as the new one,
the Update Wizard in EE will do this for you. The update process will work
for the following releases of EP Evaluator: EE Releases 4 through 10. It will
not work for EE-DOS (Releases 1-3) or EE-CLIA. See section entitled Updating
EECLIA or EE-DOS on how to bring these data forward.

Important If you are updating from the Professional Version of EE5 through EE9 with User
Note ID/Password login, a significant part of the upgrade process is manual. Also, your
network administrator may need to be involved. See Chapter 40, Professional Ver-
sion: Security, User Groups and Audit Trails, for more information.

Otherwise, the general principles of the updating process are:

* Data as old as EE4 can be brought forward easily.
* No older data is deleted during the update process.
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Do the following to access the

Update Wizard. ]
* Launch EE. Enter the program

until you get to the screen What program are you moving data from?

on which the title Statistical

Modules is displayed.

e Click on the menu item
Utilities on the second line
near its right end. Click on
Update Wizard. " Incident Tracking

» The Update Wizard displays ¢ Simple nventon System
a dialog box which asks you
What prOgram yOu want to To bring data. farward from EE-CLIA or earlier, contact

. [rata Innowvations, LLC.
bring your data forward from.

|_ Include "MASTER" project

= Competency Assessment

* Select one. You will need
to select Incident Tracking,
Inventory, or Competency As-
sessment if you want to bring
those data forward. If you have
data in a Master project, check that box.

Erew Canicel Help Mext »

Updatlng from EE4 through EE10

Initially you will get a dialog box
similar to the one at right. You may
browse to the previous version(s) Where is the data to bring forward?
of EE, or you may have your PC
search for it. Note that the search
is for a “Studies” folder. The final
folder in the path must be “stud- Q) search | [ALocalDrives =] oep |
ies” (i.e. C:\EE9\Studies). When
you have identified the previous
location, click on <Finish>.

* The Update Wizard will move all
your old data forward. During this
process, an Activity Screen will 4 Prev Careel Hzz Firish ¥
be displayed showing you what is
happening.

=

Select the EE4, EES. EEE, EE7. EES, or EE9 "STUDIES" folder
[CAEESDATASTUDIES )

Updating EECLIA or EEDOS

Create a ZIP file of your EE-DOS or EECLIA folder including all underlying
folders. Contact Data Innovations to have them convert your data to the EE11
format. Data Innovations will convert your data to EE11 format at no charge.
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After Running the Update Wizard (Releases 4 - 6 only)

For releases 4-6, the “Calibration Verification Only” option in the Linearity
module verified only accuracy. In later releases, this option verifies both accuracy
and reportable range. As a result of this change, reportable range and proxim-

ity limits are now required. Since these items won’t be present in the data you
brought forward, the experiments won’t calculate.

One solution to this problem is to edit each calibration verification experiment, go
to its Parameters Screen, and enter the missing items.

Bringing Data Forward From a Different PC

From EE4 through EE10 (Option 1)

» Back up your old data on EE4 and later. (Utilities/File Manager/Backup).
This will create a ZIP file with the project name in the folder called
EEXX\ Backups where x is the release number.

* Move those data to a folder accessible to your new copy of EE.

* InEE, select 