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CDC Lipid Standardization Program

Read Directions Carefully Before Sample Analysis
Analytes
This survey is provided to laboratories participating in the CDC sponsored Lipid Standardization Program (LSP)
for measuring total cholesterol (TC), high-density lipoprotein cholesterol (HDL-C), triglyceride (TG), apolipoprotein
Al (apo A-1), and apolipoprotein B (apo B).
Upon Arrival of Samples
1. All samples must be stored frozen until time of analysis, optimally at —=70°C.
2. Each sample box will contain an inverted vial to verify all samples have remained frozen during

shipping. Before unpacking the sample boxes and beginning analyses - Check the condition of the
inverted vial. If there is evidence that the vial has been patrtially or fully thawed, contact CDC immediately.

SAMPLE BOX INFORMATION

e Two boxes are provided that include LSP surveys for 4 quarters. The first box contains LSP surveys
for quarters 1 and 2. The second box contains LSP surveys for quarters 3 and 4. A total of 24 vials of
serum are packed in each box (total of 48 vials in the entire shipment). The boxes are labeled to
indicate the specific quarter and run numbers. See example of box template below:

e Quarters 1 and 2 are in the same box and marked with a gold dot on the front of the box

e Quarters 3 and 4 are in the same box and marked with a silver dot on the front of the box.

e Each vial contains sufficient serum to measure all analytes.

e Run numbers are indicated on the box tops.

e The box top and box bottom are aligned with matching colored dots. Carefully line up colored dots
when replacing cover!

Caution: Select vials for each run from the appropriate section as indicated on the box top.

e Vials are arranged by run number in 12 sections (slots) for each quarter. Each run contains one vial.
Do not mix vials from one row with another. If you inadvertently mix the samples, please contact CDC
before analysis.

e Each box is labeled on the front with an alphanumeric code (11 digits long) which indicates that unique
box. The vial numbers in their original order of placement in these boxes can be accessed by
Solomon Park should your sample order become compromised. Please record the 11 digit box
numbers and refer to these when requesting help with the samples.
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Box 1
1% quarter Run | Run | Run | Run | Run | Run
PS #1 #2 #3 #4 #5 #6

Run Run Run Run Run Run
#7 #8 #9 #10 #11 #12

Box #1
2 quarter Run Run Run Run Run Run
PS #1 #2 #3 #4 #5 #6
Run Run Run Run Run Run
#7 #8 #9 #10 #11 #12
Box 2
3" quarter Run | Run | Run | Run | Run | Run
PS #1 #2 #3 #4 #5 #6
Run Run Run Run Run Run
#7 #8 #9 #10 #11 #12
Box #2

4" quarter Run | Run | Run | Run | Run | Run
PS #1 #2 #3 #4 #5 #6
Run Run Run Run Run Run
#7 #8 #9 #10 #11 #12

Sample Information
1. Samples are submitted as unknowns.
2. Each vial contains a minimum of 1.3 mL of serum.

3. Infectious Agents
a. These sample materials are negative for hepatitis B surface antigen, antibody to HIV, and
antibody to Hepatitis C virus.

b. Because no test method can offer complete assurance of the absence of human
immunodeficiency virus (HIV), hepatitis B virus (HBV), hepatitis C virus (HCV), or other
infectious agents, all sample materials and test specimens should be handled at the
Biosafety Level 2 as recommended for any potentially infectious human serum or blood
specimen in the Centers for Disease Control and Prevention/National Institutes of Health manual
"Biosafety in Microbiological and Biomedical Laboratories," 1999, 12-16.

See: http://www.cdc.gov/od/ohs/biosfty/biosfty.htm



http://www.cdc.gov/od/ohs/biosfty/biosfty.htm
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Sample Analysis

1. The schedule for the LSP survey includes analyzing one sample in duplicate measurements in one run
per week in sequential order for twelve weeks. The quarterly surveys must be analyzed during the
appropriate *quarter dates in conjunction with study and patient samples. If your laboratory is unable to
follow the protocol schedule, please contact CDC for further guidance on how to proceed.

2. Thawing and mixing
a. On the day of the run, remove the vial for the appropriate run.

b. Thaw to liquid at room temperature, or for 30 minutes in a 25°C water bath. Mix serum by gentle
inversion 2-3 times while thawing.

c. Prepare control materials according to your protocol at this time.
d. To ensure a homogeneous sample after thawing, gently mix the unopened vials for 5 minutes to
ensure homogeneity. Acceptable mixing methods are use of a hematological mixer, blood mixing

wheel or similar device; or by thoroughly swirling. Do not vortex or shake vigorously.

3. Analyze each CDC sample vial in duplicate measurements for all analytes. Set up corresponding aliquots
for your laboratory controls.

4. Place CDC samples at random intervals with study samples. Follow your standard protocol for controls.
*LSP quarter dates include:
First Quarter: January 1 - March 31
Second Quarter: April 1 - June 30

Third Quarter: July 1 - September 30
Fourth Quarter: October 1 - December 31

The deadline for data submission is the last day of every quarter. Follow the instructions in the next section to
begin the data recording and submission process.
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Accessing the Laboratory Data Collection System (LDCS)

LSP Data Submission

User D

ILAB—IJEI1—1

Password

I...........

If you have forgotten your password or are experiencing problems accessing this site, please contact the System Administrator.

Figure 1
The CDC Lipid Standardization Program (LSP) has initiated an online Laboratory Data Collection System (LDCS)
to help streamline data entry and processing.

System Requirements

To use the LCDS you will need the following:

e Internet connection (dial-up, broadband or network)
e Up-to-date Web browser with Javascript support enabled*

The LDCS may be accessed by pointing your Web browser to: http://wwwn.cdc.gov/dlsdata/lspds/

The first screen you will encounter when using the LDCS is the Login screen (Figure 1). To log into the LDCS,
enter the User ID and password provided to you by CDC-LSP, accept the terms and conditions, and press the
“Log In” button.

Login Passwords
You will be asked to provide a new password during the login process if your current password is no longer valid

or if your password has been reset. Follow the specific listed guidelines (4 criteria) provided for creating a
new password. Login passwords expire after sixty (60) days.
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In the event you have forgotten your password or are otherwise unable to access the LDCS, click on the “contact
the System Administrator” link on the log-in page or directly contact CDC to request assistance.

* Full LDCS functionality is available only when Javascript support is enabled.

The Main Menu screen (Figure 2) provides access to all of the major functions available in the LDCS. These
functions are organized by category as follows:

Home
Provides access to program-related materials and announcements.

Data Sheets
Provides access to in-progress, submitted and accepted Data Sheets.

Reports
Lists all available reports for your laboratory.
Contact Us

Provides a form to be used for contacting the System Administrator.

Log Out
Terminates your current session and returns you to the login screen.

Main Menu Screen

LSP Data Submission

Data Sheets Reports Contact Us Log Out

Welcome to the LSP online data collection system.

Documents Announcements
Quick Start Manual Fourth Announcement
Protocol Explanation 037182010
Laboratory Update Form Third Announcement
03182010
Second Announcement
03182010
First Announcement
03172010

Figure 2
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Creating and Submitting Data Sheets

LSP Data Submission

Home Data Sheets Reports Contact Us Log Out

[Create A Hew Data Sheet]

ST submitted || Accepted

Sample Set Analyte Instrument Profile Last Updated
FS 114 - Pool Series 114 Apo-B Hercules Il 3182010
Figure 3

Creating A New Data Sheet

To create a new Data Sheet, click on the Data Sheets button from the Main Menu in Figure 2. Next click on
“Create A New Data Sheet” link located at the top of the Data Sheets section (Figure 3). You will be presented
with the Data Sheet Editor (Figure 4) for entering your laboratory results.

Working With Existing Data Sheets

The Data Sheets section (Figure 3) provides lists of any in-progress, submitted and accepted Data Sheets
available for your laboratory. Each list may be accessed by clicking on the appropriate button and individual Data
Sheets can be edited (in-progress) or viewed (submitted and accepted) by clicking on the associated hyperlink.
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The Data Sheet Editor
LSP Data Submission
| Home | [ Datashests | | Reports | | Contact Us | | Log Out
Data Sheet Editor
Please complete and submit this form before May 25, 2010.
Sample Set Analyte Method Principle Code
st Specified x| |not Specified =l |not Specified x|
Reagent Manufacturer Unit Of Measure
Not Specified x| |vot Specified =l |not Specified =
Run Sample ID Result1 Result 2 Run Date Reagent Lot Calibrator Lot Calibrator Manufacturer
1. | | | I | | Not Specified =]
2. | | | I | | Not Specified =]
3 | | | I | | ot Specified =]
4. I I I I I | Not Specified LI
5 I I I I I | Not Specified LI
8. I I I I I | Not Specified LI
T | | | | | | Mot Specified =
& | | | | | | Mot Specified =
g | | | | | | Mot Specified =]
1. | | | | | | Mot Specified =]
. | | | | | | Mot Specified =]
12 | | | I | | Not Specified =]
Comments
| Save Form | | Validate Form | | Submit Form | | Delete Form | | Close
Figure 4

Whether you are creating a new Data Sheet or editing an existing one, the Data Sheet Editor has been designed
to provide a simple and accurate method to enter and submit your data to the CDC-LSP. Please follow the steps
below to complete and submit a Data Sheet:

1. Select the Sample Set

A Sample Set consists of the Sample ID numbers from the LSP survey vials combined with the Pool Series
Number. You may create and edit Sample Sets by pressing the “Sample Set” link in the upper left corner of the
Data Sheet Editor from Figure 4 to access the Sample Set Editor. A new pop up window will appear so that you
may create a new sample set (Figure 5). Click on “Create a New Sample Set” and another pop up window will
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appear (Figure 6). Once sample sets are created, you may select them as active or inactive as each quarter
ends.

g Sample 5et Editor -- Webpage Dialog ﬂ

Active Sample Sets

O~ |

Inactive Sample Sets

| =

[Create A Hew Sample Set]

| Cloze |

Figure 5
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..g Sample Set Editor -- Webpage Dialog 5[

Pool Series Sample 5et Hame
Not Specified |

Enter the Sample IDs from your vials into the appropriate runs below:

e e e
E E E
= = =
= Lo =
) ) )
E E E
3 3 3
=] en L]
= = =
[ [ [
= = =
w =] £

Run 10 Run 11 Run 12

|
|
|

Is this Sample Set active?
" ves
&~ No

Create Cancel

Figure 6

Pool Series
Select the Pool Series for which you will be entering Sample ID numbers.

Sample Set Name
Enter a short name for your Sample Set. Laboratories that receive multiple sample sets every quarter may identify
each sample set by a different name (i.e. PS 114 Method 1; PS 114 Method 2).

Sample ID Fields

Enter the Sample ID numbers provided to you into the appropriate fields. Note that it is not necessary to enter all
of the ID numbers at the same time, as these can be added incrementally until you are ready to submit your Data
Sheet. Click Update when you have completed entering your sample ID numbers.

Active/lnactive Toggle
Select “Yes” (active) to see your Sample Set listed on the Data Sheet Editor. Click the Create button when
completed.

Close the Sample Set Editor pop-up window as seen in Figure 5.

Select the Sample Set from the Data Sheet Editor pull down menu that was created. The sample ID numbers will
populate for the specific run numbers.

2. Select the Analyte and Method Principle Code
Note that the contents of the Method Principle Code list will change depending upon the Analyte selected.

3. Select the Instrument Profile
Instrument Profiles contain information about each of the instruments you use to process samples. To work with
Instrument Profiles, click on the “Instrument Profile” link in the upper left corner of the Data Sheet Editor in Figure
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4. A pop up window will appear to allow you to create a new Instrument profile as seen in Figure 7. Click on
“Create A New Profile” to access the Instrument Profile Editor (Figure 8).

g Instrument Profile Editor - YWebpage Dialog x|

Active Instrument Profiles
T

Inactive Instrument Profiles

| [

[Create A New Profile]

[ Close |

Figure 7

2} Instrument Profile Editor - Webpage Dialog X|

Instrument Profile Hame

Instrument
I Mot Specified ll

Serial Number

Iz this Instrument Profile active?
" ves
% Mo

| Create | | Cancel

Figure 8

Instrument Profile Name
Enter a short, descriptive name for your Instrument Profile.

Instrument

Select the appropriate instrument from the list and enter the Serial Number.

If any Instrument System is not available for selection, please contact the system administrator with a request for
instrument and manufacturer name added to the selection menu.

Active/lnactive Toggle
Select “Yes” (active) to see your Instrument Profile listed on the Data Sheet Editor. Click Create when completed
and Close the pop up window as seen in Figure 7.
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4. Select the Reagent Manufacturer
If a Reagent manufacturer is not available for selection, please contact the system administrator with a request for
reagent manufacturer name added to the selection menu.

5. Select the Unit of Measure

6. Entering Results

Once sample set and instrument profiles are completed, you may begin entering results into the Result 1 and
Result 2 columns for each run. If a sample was not analyzed, you may enter an asterisk (*) for the results and
document the reason(s) in the comments section.

Run Dates must be entered by clicking on the Run Date field and selecting the desired date from the pop-up
calendar.

If you will be entering the same Reagent Lot, Calibrator Lot and Calibrator Manufacturer for each run, simply
complete the field for Run 1 and click on each of the column headers to copy the information to all twelve runs.

7. Validate the form

It is recommended to review all data sheets for accuracy before submission. Press the “Validate Form” button at
the bottom of the Data Sheet Editor to run the error check. Error icons will be shown for each field that requires
attention, and information about individual errors can be obtained by placing your mouse over each error icon to
access its tool tip text.

If no errors are found, the “Submit Form” button will be activated. Pressing this button will submit your data to the
CDC-LSP and return you to the Data Sheet section.

Creating Data Sheets for Additional Analytes

To create additional data sheets for a particular pool series sample set, click on Create A New Data Sheet from
the Data Sheets screen. Once a pool series has been selected from the sample set pull down menu, the sample
ID numbers for that particular pool series will be populated for all twelve runs. Complete the data entry for any
additional analytes or instrument systems, check all data entry for accuracy, validate, save, and submit the form.

Saving Form Data
The Data Sheet Editor will automatically save the information you have entered every three minutes, but you may

also save the data at any time by pressing the “Save Form” button at the bottom of the form. Note also that the
form data is saved each time the “Validate Form” and “Close” buttons are pressed.

Deleting A Data Sheet

If you no longer have need of a Data Sheet you've created, you may delete it by pressing the “Delete Form”
button located at the bottom of the Data Sheet Editor. Note that deleted Data Sheets cannot be recovered.



