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• Viewing & resolving QCs
• Example QC scenarios

• Re-cap & Summary
• Questions & Contacts
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Specimen Data Management

• Specimen data reconciliation for HPTN studies is 
overseen by SCHARP Lab Data Management (LDM)

• SCHARP (Statistical Center for HIV/AIDs Research & Prevention)
• Located in Seattle, WA, USA at Fred Hutch

• SCHARP LDM Goal
• Ensure and preserve the integrity of laboratory data for research 

and clinical trials
• SCHARP works in partnership with HPTN to perform SDQC for 

all studies
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Why is Lab Data Important?
Specimens collected from participants are precious 
and we don’t want them to be wasted:

• Participant time 
• Clinic time and resources
• Processing lab time and reagents
• Shipping costs
• Assay lab time and reagents

• Study Impacts:

• HIV Diagnostics
• Primary & secondary assays

We must ensure the accuracy of specimen data by 
comparing various data streams and fixing errors in a 
timely manner.
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Flow of Specimens
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Specimens are 
collected at the CRS, 
processed at SPL, 
then stored or sent 
for testing
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Flow of Specimens
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Specimen Data Quality Control

Some of the same data are collected on the specimen CRFs and 
in the lab database (LDMS)

QCs occur when the specimen collection CRF and LDMS 
data do not match

Specimen 
eCRF

Specimen 
LDMS
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Specimen Data

What do we compare between CRF and LDMS 
data?

• Participant ID
• Specimen Collection Date
• Specimen Type
• Visit Number/Code
• Visit Type
• Protocol number
• Primary specimen  aliquots (GUSPECs)
• Specimen Storage

We look for 
missing data, 

data mismatches, 
and data entry 

errors
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Common CRF-LDMS Discrepancies

•Missing CRF specimen information
•Missing LDMS data
•Specimens match by visit but not by 
collection date

•Specimens match by collection date 
but not visit number
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LDMS Data Checks

Specimen code combination (primary, 
additive, derivative, etc.) matches 

expectations based on Lab SSP/Manual
Specimen Code Combination1

Aliquot volume unit matches expectations 
based on Lab SSP/Manual. Visit units are 

as expected (usually VST for HPTN).
Volume & Visit Units2

An aliquot storage location is entered into 
LDMS.Storage Location3



SDQC Tool
SCHARP software tool for Specimen Data 

Entry Quality Control
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How will we 
report QCs to 
you?

The SDQC Tool is a 
reporting tool that displays 
the open specimen QCs for 
your site/lab
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SpeQs SDQC Tool

• Secure web-based application
• Access via web browser: Internet Explorer, Firefox, Chrome

• User authentication via Atlas Portal
• User-specific views
• Search, sort, filter discrepancies
• Communication panel for comments, questions, adding 

attachments per QC
• User-controlled workflow
• Complete audit log
• Discrepancy status history
• Exportable data
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SDQC Tool
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SDQC Tool
• Each record has a comments and attachments section.

• Scroll to bottom of QC detail page to view this. This section is the only place to see 
comments from LDM and the LC.

• Each record has an action log so we can track all work completed on the 
discrepancy.
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Role-Based Views
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Multiple Roles
Occasionally, a single user can 
have multiple user roles within the 
SDQC Tool. 

A drop-down menu in the blue 
banner means that a user can 
switch between the role views (e.g., 
SPL vs. Non-SPL in this example) 
within the tool.
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QC Resolution Flow

• LDM, LC, and CDM are here to help.

• SCHARP LDM reviews and approves 
all QCs before pushing them to the 
sites/labs.

• SCHARP LDM monitors QC resolution 
in the SDQC Tool and provides 
assistance when needed.

• Some QCs can never be resolved (ex. 
Dropped tube) and we have 
procedures to document this.

CRS Review
• First to see new discrepancies
• Reviews CRF information
• Makes corrections or comments

SPL Review
• Reviews LDMS information and source documentation
• Makes corrections or comments
• Informs other labs of changes  

LC & Assay Labs (Non-SPL) Review
• Correction summary forwarded to other LDMS labs 

with associated specimens
• Makes corrections
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QC Statuses: What do they mean?

Action Required!
• CRS Review

• Needs clinic review

• SPL Review
• Needs lab review

• Non-SPL Review
• Needs review by LC 

or other assay labs*

Action Taken
• CRS Acted

• QC will close when updated CRF data 
received at SCHARP

• SPL Acted
• QC will close when updated LDMS received 

at SCHARP
• Excluded

• QC will not resolve, action taken by LDM 
with HPTN LC approval

• Closed
• Data matches! Closed by system 1 day 

after corrections made.
*If your QC goes to this status, please make sure you have 
requested any changes needed from the non-SPL lab. The 
HPTN LC requires email requests.
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QC Resolution

• We aim to have all SDQCs resolved prior to data monitoring 
meetings and database locks.

• The goal is also to have no open SDQCs on specimens when 
they are shipped to other labs and/or sent for assay analysis.

• HPTN expectation: Respond to QCs within 1 week.
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Viewing & Resolving QCs
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Viewing QC List

Filter by Record ID, participant ID (PTID), 
protocol, specimen type or status

Listing of all current QCs 
needing review for your site.

Click view to navigate to individual QC record page
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Status Filter: “All Open”

To see all QCs for your 
site, change the Status 
filter to “All Open”

This will show QCs in 
both CRS Review and 
SPL Review
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QC Detail Page

General information about the QC is found in this top section

Red fields indicate 
discrepant specimen 

data

Green fields indicate that a 
response/action is needed
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Key to QC Info

Type: Description of problem or error type
CRS: Clinical research site
PTID: Participant ID
GUSPEC: Global Specimen ID from LDMS
Record ID: Unique number for this QC – use for 
search or to refer to QC in another discussion
Specimen Type: Description of specimen type, or may 
show LDMS specimen codes

SPL: Specimen processing lab & LDMS ID number
Status: Current status, as described in a previous slide 
– changes after response is made
Date Approved: Date approved by LDM – first date on 
which QC would be visible to you
Date Opened: First date QC was noticed by system 
after receiving fresh data
Date Closed: Date QC resolved!
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QC Response Flow

Depending on how questions are answered in 
the green boxes, the status of the QC will 
change to either “SPL Review” or “CRS Acted”.

• SPL Review – QC will move to lab for review.
• CRS Acted – Clinic has indicated a change will be made 

in Rave data. QC will close once data received.
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Adding/Viewing Comments

• If the green response box isn’t showing up, you can still add a 
comment at the bottom of the page
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Specimen at Two Labs

QC is Closed at SPL but Open at LC lab! 
 Required action: Email LC with requested changes.
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Example QC: Missing Lab Data
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Example QC: Missing Lab Data

Steps to resolve this QC:
• CRS would review visit documentation for this participant.
• Confirm if a plasma specimen was collected.
• Update the specimen collection CRF.
• Respond to QC in the SDQC Tool.
• QC will close in our system once updated data is received.



TOOL 
DEMO

Live QC Resolution Examples



New Features
Highlighting new features added in 2024
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New Feature Highlights

• Choose column visibility on main page
• Recommend adding “Comment”, “Comment Date”, and “Comment 

Role” or “Comment User” to see the most recent comment on the QC
• View “Days to First Action” on main page

• This is the number of days between QC approval and when the first  
response/comment was made by CRS or SPL

• View LDMS sample condition code on detail page
• LDM and HPTN LC can tag users in a comment, and an email 

will be sent to that user
• Weekly email digest content has changed to only show open 

QCs
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View Customization
• Click on a check-mark column name to 

unselect columns you no longer want to see
• Click on column name to select the column 

you do not want to see

Bonus Tip: Use ~ in the column filters to filter out a term you do 
not want. E.g., if you don’t want to see Plasma samples, you could 
type “~Plasma” in the Specimen Type column
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Example Customized View
Most recent comment on the QC
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• https://atlas.scharp.org/cpas/project/HPTN/begin.view

Resource: HPTN Atlas Page

https://atlas.scharp.org/cpas/project/HPTN/begin.view
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When to Contact
SCHARP Lab Data Management For clarification and guidance on QC resolution & 

general use of the SDQC Tool

SCHARP Clinical Data Management For guidance on Rave eCRF data entry, e.g., deleting a 
CRF or advice on visit code usage

HPTN Laboratory Center For guidance on LDMS data entry & specimen 
processing, e.g., LDMS code advice

Specimen Data Contacts

• Most communication should happen within the SDQC Tool
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SCHARP HPTN SDQC Contacts

Stacy Russ
Lab Data Manager II
sruss@fredhutch.org

Lei Weng
Lab Data Manager II
lweng@fredhutch.org

You may also email SC.SDQC_support@scharp.org with general SDQC questions 
or atlas@scharp.org for troubleshooting log-in and access issues.

mailto:sruss@fredhutch.org
mailto:lweng@fredhutch.org
mailto:SC.SDQC_support@scharp.org
mailto:atlas@scharp.org


Thank you!
Feedback:
• Do you now feel equipped to 

use this tool?
• Is anything still confusing to 

you?
• What questions do you have?

|   @HIVptn
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