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Laboratories Involved in sample management

Supply Management

How to Perform a Lab Visit

Couriers

Reporting

Q2 ResultView Overview

Best Practice Summary

How to contact Q2 Solutions



Labs involved in samples processing
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Nichols Institute & 
Quest Diagnostics 

Infectious Diseases 
33608 Ortega Highway 
San Juan Capistrano,
CA  92675-2042, USA

Q Squared Solutions (Quest) LLC
27027 Tourney Road, Suite 2E

Valencia, CA 91355, USA

Acetaminophen Toxicity 
Diagnostics Pediatric 
Pharmacology and 

Toxicology Sturgis Building 
Room S2409 

Arkansas Children's Hospital 
1 Children’s Way Little Rock,

AR 72202, USA

Central Lab Storage vendor Third party testing lab

Monogram Biosciences Inc.
345 Oyster Point Boulevard South

San Francisco, CA 94080, USA
GlaxoSmithKline BIB Sample 

Management, Attn Cryolab 
UP2-1003, 1250 S. 

Collegeville Rd., 
Collegeville, PA 19426

Labcorp Early Development Laboratories Inc. 
Sample Management – Bioanalytical (Room IS 160) 
3301 Kinsman Boulevard 
Madison, WI 53704, USA 

PPD 
2246 Dabney Road 
Richmond, VA 23230 
USA 
 

SAMPLED
30 Knightsbridge Road Building 3

Dock 3
Piscataway, NJ 08854



Labs – Scope of responsibilities

Acetaminophen Toxicity 
Diagnostics Pediatric 
Pharmacology and 

Toxicology

SAMPLEDMonogram Biosciences
LabCorp Early 
Development 
Laboratories

GSK BIB Sample 
ManagementNichols Institute

Quest Diagnostics 
Infectious Diseases 

3-rd party lab Storage vendor

Central Lab 
(Q2 Solution)

Central Lab

PGxAnti Smooth Muscle Ab
LKN-1 Antibody

PPD

PK – VH3810109 Genotyping
PhenoSense mAb

PK- CABOTEGRAVIR 

Acetaminophen Ad-duct Syphilis
CMV IgM Ab
EBV IgM Ab
Hep E IgM Ab

Immunogenicity –
ADA – VH3810109

Central lab supplies (kits, 
Req forms, supplies)
Testing: Chemistry, 
Hematology, Flow 
cytometry, Coagulation 
testing, Serology
Sample management for 
3PLs 
Sample storage
Queries for the sites
Couriers contracting & 
management



Samples flow and participating labs

Collect and process 
samples according 
to the lab manual

Clinical site
 

Central 
Lab

kits 
additional 
supplies

DAILY shipment

* shipment ASAP
Routine safety testing
Flow cytometry
Coagulation testing
Serology
Sample storage

Acetaminophen Toxicity 
Diagnostics Pediatric 
Pharmacology and 

Toxicology

SAMPLED

Monogram Biosciences Early Development 
Laboratories

GSK BIB Sample 
Management

Nichols Institute

PPD

3-rd party lab Storage vendor

Quest Diagnostics 
Infectious Diseases 
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The Starter Pack

Starter Pack

Includes all 
supplies needed 
for the first 3 
months of the 
study

Site Specific

Visit Specific Kits
• Visit & Site Specific 

Requisition Form

• Labeled by visit 
number;

• Expiration date on 
the label

Additional Supplies
• Investigator Manual

• Shipping 
instructions and 
transport materials

• Additional Study
Specific Material / 
Bulk Supplies
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Reordering Supplies
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Investigator Manual

Refer to your study specific 
investigator laboratory 
manual for instructions on 
sample collection and 
preparation

Reference Ranges for all 
tests performed by Q2

Solutions

Lab Certification links
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Requisition Forms
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Requisition Forms



12

Requisition Forms
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Requisition Forms
Impact of an Incorrectly Completed Requisition

Samples drawn in error, 
missing samples 

Delay of results , NO final 
report

NO protocol specific 
flagging, No calculated 

results 

Sponsor is charged for 
transferring results to 
the correct protocol

CRF discrepancies 
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Specimen Collection and Preparation
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Pre-labelled Tubes, Bulk/Unscheduled Tube Labelling

• All tubes provided as part of Visit 
Specific kits are pre-labelled

• Sites must still complete the 
subject information required on the 
labels

• All tubes provided as bulk supply 
items or as part of Unscheduled 
kits will need a label applied to 
them

ü Wrap vertically around the 
upper portion of the vial, as 
close to the top as possible, do 
not overlap.  

Common Errors and Impact



The Site Specific Summary provided in your Starter Pack indicates when to use the 
primary and backup couriers, and provides you with site-specific courier contact 
telephone numbers 

Contact your local courier office for package pickup cut-off times and shipment 
booking 

Failure to adhere to these times will impact the transit time. Record the booking 
reference, date/time of the call, and the name of the person contacted
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Couriers

PRIMARY COURIER

United States (Mon-Fri)
Puerto Rico (Mon-Thurs)

BACKUP COURIER

United States (Weekend & After Hours)
Puerto Rico (Friday, Weekend & After Hours)

COUNTRY
ROOM 

TEMPERATURE FROZEN
ROOM 

TEMPERATURE FROZEN

United States, 

Puerto Rico
FEDEX FEDEX MARKEN MARKEN

IMPACT :

Please note using BACK UP premium 
couriers for standard shipments is very 

expensive and will impact the study 
budget. 

Sites must use couriers as directed in 
the Contact and Shipping 

Appendix
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Dry Ice
• Dry ice can be supplied by the courier upon request of the investigator

• One or two day notice is required (depending on country)
> See instructions provided in Contact and Shipping Information Appendix provided 

with the Starter Pack
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Ambient Sample Shipment Preparation

Commercial Couriers 
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Reporting

Reports sent via Fax and / or Email

Information you may find on your report

• Sponsor-defined Alert: a 
customized flag will appear on 
the report. Site will receive a 
phone call from Q2 Solutions

• **Telephone Alert: life 
threatening values as defined 
by Q2 Solutions or sponsor-
defined alerts will be called to 
the investigator

• Exclusion Alert:  a flag of ‘E’ will 
appear on the report.  No other 
notification will be provided.
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Reporting (cont.)
Information you may find on your report

• Specimen Retained
o Storage specimen received 

and stored
• Clinical Significance Review 

(Summary)
o Tabulation of all laboratory 

values that fall outside the 
reference ranges, sponsor-
defined alerts, and telephone 
alerts

• Quick Trend
o Summary of test results. 

Baseline results appear in the 
left column, followed by 
consecutive visits

PI must review the report, 
sign/date in the space provided.
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Q2 ResultView portal

Result View is a web-enabled portal from Q2 solutions
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Q2 ResultView portal
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Q2 ResultView portal
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Q2 ResultView portal
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Q2 ResultView portal
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Q2 ResultView portal Access Request

• Site level access can be provided only post the site has been initiated in Q2 
database
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Q2 ResultView
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Summary

KEY MESSAGE
PLEASE REMEMBER :  Site compliance with Q2 Solutions requirements is 
essential for the success of the study 

§ The Starter Pack 
• Contains everything needed for sample collection including the Investigator 

Laboratory Manual
§ Kits and additional supplies management

§ The site is responsible for proper kit management to ensure readiness for 
the patient enrolment and conducting during the study. This includes review 
of expired kits and reordering.

§ Sample labelling and Requisition Forms 
• MUST be completed correctly to avoid delay in reporting

§ Specimen Collection and Preparation / Logistics
• Please review investigator Laboratory manual for instructions before 

specimen collection.
• Please review Shipping Appendix for packing and courier information

§ The Reorder Form
• Supply levels are site responsibility. Please re-order at least 5-7 working 

days in advance
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Client Response Center

Supplies

Reports and 
Alerts

Study 
Procedures 

E-MAIL: ctcrc@q2labsolutions.com
Toll free numbers can be found in the investigator manual  

mailto:CRCUS@questdiagnostics.com


RAMOS - IWRS
Viviana Wilches
Study Delivery Lead



• GSK Accounts and Access
• RAMOS NG System Review
• Supplies and Shipments
• Subject Visits recorded in RAMOS NG
• Screenfail and Withdrawal of Subjects
• Replacing a Container
• Confirmation Reports
• Helpdesk and Tips
• Questions
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OVERViEW



GSK Accounts and Access
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• Access:
• Ensure your site Monitor has initiated process for obtaining GSK ID for site staff, including 

Principal Investigator and site personnel. Monitors can provide 1:1 training as needed
• Respond to email invitation to open RAMOS NG & Activate Account.
• Bookmark RAMOS NG Direct link : https://ramosng.gsk.com

• Important Note: If the user has a GSK account then they have access to RAMOS NG. Access is 
specific to the user’s site. It is recommended all users login and check their access as soon as their 
site is activated.

• Documentation you will receive before Study goes live:
• Pharmacy Manual
• RAMOS NG Study Specific User Guide will  be distributed once the study has been configured 

and RAMOS NG system is Live in Production.

• Do not wait until you have your first subject to try to log into the system the first time

RAMOS NG ACCESS

https://ramosng.gsk.com/


RAMOS NG system review
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WHAT IS RAMOS NG?

– The Registration and Medication Ordering 

System Next Generation (RAMOS NG) is GSK’s 

interactive web-based application for 

registering and enrolling subjects and 

managing drug supplies

– It will allow a site to:

– Screen Subjects
– Enroll (Randomize) subjects 
– Dispense study medication
– Unblind subjects in an emergency situation
– Manage study medication supply
– Confirm receipt of Investigational Product



Home Page
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– After you log in you will go to the Home page. This page will display a hyperlink to your 
study site. 

– Most sites will only have a single site.

RAMOS NG 



Home Page
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RAMOS NG

CENTRE SUMMARY SUBJECT  SUMMARY CENTRE INVENTORY



RAMOS NG: SUBJECTS PAGE

The NEW SUBJECT button enables 
you to register a new subject.

Clicking on the SUBJECT 
REGISTRATION ID  takes you to that 
subject’s page.



Supplies and Shipments
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• An initial shipment will be initiated once the first subject at site has completed 
screening. Shipments will be processed within 3 to 5 working days 

• Resupply of medication will be automatic through RAMOS NG. 
• IMPORTANT:  If your site has several subjects coming within a short period of time 

(exceeding 3 subjects), please call the GSK Clinical Support Helpdesk.  Investigative 
sites will NOT have the capability of ordering supplies in the RAMOS NG IRT 

• If there is a temperature excursion, please contact the helpdesk.  Do not report the 
temperature excursion in RAMOS.

DRUG SUPPLiES FOR STUDY  209639



SUPPLY PAGE
RECEiViNG AND REQUESTiNG SHiPMENTS

Please refer to your Study Specific User Guide which will show you all steps needed to 
Receive and request shipments

Click on Shipments – New Request to 
order additional supplies 

To receive a shipment, click on the 
hyperlink and complete the steps



Subject Visits Recorded in RAMOS NG



Subject’s Screening Visit
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New Subjects can be processed by selecting the SCREENING VISIT on the Home page

New Subjects can be also processed by selecting the Subjects Tab on Home page



Subject’s Screening Visit
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Enter a six digit Subject ID number provided to the site 



Subject’s Screening Visit
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Enter a six-digit Subject ID number provided to the site 

Select the demographic information



Randomize a Subject
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Select Randomization button to randomize the subject.



Randomize a Subject

47

Select the stratification factor and weight.



Subject Visits
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Select an answer for the oral bridging question

If oral bridging is selected, select a quantity.  



Subject Visits – Months 4, 8, 12, and every multiple of 4

49

Select a weight if prompted



Screenfail and Withdrawal of Subjects



Screen Failure / Withdrawal of a Subject
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Click on Screen fail if subject in screened status or Withdraw if subject is enrolled. 



Screen Failure / Withdrawal of a Subject 
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Select the reason and then click on Confirm. 



Replacing a Container



Replacing a Container 
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The REPLACE CONTAINER function allows the user to replace the container.  The replace 
container functionality will only replace containers for the subject’s last dispensing.



Confirmation Reports



Confirmation Reports
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To generate a report click on the Regenerate Report Tab and then click on the Regenerate button on the 
required visit. Confirmation emails are sent to the study contacts if they are set up to receive when visits occur. 



Confirmation Reports
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A pdf formatted report will be displayed.



Helpdesk and Tips



GSK Clinical Support Helpdesk 
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• Available 24/7
• Toll free phone: http://www.clinicalsupporthd.gsk.com/contact.html
• eMail: GSKClinicalSupportHD@gsk.com
• Information to provide to the GSK Clinical Support Helpdesk:

• Study Number  - 209639
• Study is a RAMOS NG study
• Site Number
• Investigator Name
• Person’s name and contact information who is calling the helpdesk
• Subject number (CRF number)
• Brief summary of the issue

http://www.clinicalsupporthd.gsk.com/contact.html
mailto:GSKClinicalSupportHD@gsk.com
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§ Log into RAMOS NG to check your access.

§ To assist with access issues, please contact your site monitor or the GSK Clinical Support 
Helpdesk.

§ Please review the HOME page to confirm any inbound orders.

§ Upon shipment receipt, please follow the temp monitoring  instructions  in each shipment 
before confirming in RAMOS NG.

§ Carefully review all data that is being input into the system prior to confirming it.

TiPS



QUESTiONS 



INVESTiGATiONAL 
PRODUCT
Peter Leone
Project Physician Lead



VH3810109A for Injection, 440mg/vial:

VH3810109A for Injection, 440mg/vial is presented as a sterile, white to yellow, uniform lyophilized powder in a 
25 mL clear glass, stoppered vial. The recommended storage condition is store at 2-8°C (36-46°F), protected 
from light.

Recombinant Human Hyaluronidase 1mg/mL:

Each vial of Recombinant Human Hyaluronidase 1mg/mL contains 0.5 mL of rHuPH20 formulated at a 
concentration of 1 mg/mL (~110 000 U/mL rHuPH20) and is supplied in 2 mL glass vials as a sterile, single-
dose, injectable liquid. The recommended storage condition is store at 2-8°C (36-46°F), protected from light

63disclaimer place holder



N6LS  440 mg/vial should be reconstituted with sterile Water for Injection (WFI) and then diluted in IV bag 
containing compendial 5% dextrose.

• The concentration of reconstituted GSK3810109A drug product (DP) is 80 mg/mL.

• The extractable volume/vial for GSK3810109A DP is 5.5 mL (440 mg).

• The reconstituted DP is diluted to 250 mL using 5% dextrose.

• The concentration of N6LS for IV dosing can range from 3.2 mg/mL to 30 mg/mL.

N6LS dosing solutions may be stored at room temperature for up to 4 hours.   
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N6LS FOR IV ADMiNiSTRATiON

PowerPoint title (Global update in Header and Footer)



N6LS IV dosing is a weight based dose of 60 mg/kg. Dosing is based on body weight on the day of dosing.

 Determine the dose in milligrams required by the subject (weight to be rounded to one decimal point)
         Calculated dose (mg) = subject weight (kg) x 60 mg/kg 

Calculate the required volume of reconstituted N6LS (80 mg/mL) : 
         Required volume of reconstituted DP (mL) = Calculated dose (mg) ÷ 80mg/mL ( concentration of IP) 
 
Calculate the required number of lyophilized N6LS vials needed to prepare the dosing solutions : 
          Required # of lyophilized vials (round to whole number) =
          Required volume of reconstituted DP (mL)  ÷ 5.5.ml of extractable volume

Calculate the concentration of prepared IV dose: 
        Concentration of  IV dosing solution (mL) = Dose (mg) ÷ 250 mL (volume of 5% dextrose injection) 

65

IV DOSiNG CALCULATiONS PowerPoint title (Global update in Header and Footer)



• Remove the required number of  vials from 2° to 8°C storage based upon the calculated dose. 
 Allow the vial(s) to equilibrate to ambient room temperature, protected from light, for ~ 30 minutes. 

• Remove the seal. Wipe the top of the vial(s) with disinfecting tissue of isopropyl alcohol 70% or similar and 
allow the alcohol to dry.

• Reconstitute the  vials  by adding 5.2 mL of WFI to each vial (use 10 mL syringe/ 18G needle combination). 
Direct the stream directly onto the center of the lyophilized powder. 

• Gently swirl the vial for 10 seconds with circular motion at 15-second intervals, until cake is fully 
dissolved, and the product is uniform in appearance. A small amount of foaming may be transiently 
observed during reconstitution.  Allow foam to subside before withdrawing contents from vial.

• After reconstitution, visually inspect the DP vials The reconstituted DP solution should appear as a clear 
to opalescent; colorless to yellow or brownish yellow liquid; essentially free from visible particulates.

•  If  visible particles, unusual discoloration is observed, then the product should not be used.  
66

N6LS RECONSTiTUTiON PowerPoint title (Global update in Header and Footer)



• Reconstituted N6LS must be further diluted to 250 mL using an IV bag containing 5% dextrose.

• From a 250 mL  IV bag containing 5% dextrose injection, remove the required volume of the diluent to 
accommodate the volume of reconstituted N6LS to be added. Add the calculated volume of the 
reconstituted N6LS as described in the dose calculations section. Alternatively, use an empty infusion bag 
and prepare the dose by adding the calculated volume of 5% dextrose injection followed by the calculated 
volume of reconstituted VH3810109 DP. 

•  Gently invert the container 5 to 10 times to ensure complete mixing. Avoid shaking or excessive agitation. 

• Prior to administration, visually inspect the N6L IV dosing solution for visible particles or unusual 
discoloration. If unexpected visible particles, unusual discoloration, the product should not be used.  
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PREPARATiON OF N6LS IV DOSiNG SOLUTiON PowerPoint title (Global update in Header and Footer)



• SC dose of N6LS is 3000 mg containing approximately 1600 U/mL of rHuPH20 
(60,000 u)

• The SC dosing volume calculation :
• Dose Volume of N6LS = 3000 mg dosage volume + 4.5 mL Overfill Volume 
• Total (U) rHuPH20 = Total Volume (VH3810109) * 1600 U/mL 
• Total Volume RHUPH20 (mL) = Total (U) rHuPH20 / (110,000 U/mL) 
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PREPARATiON OF SC DOSE OF N6LS PowerPoint title (Global update in Header and Footer)



• Remove the 8 vials of N6LS drug product  from 2° to 8°C storage. 

•  Allow the vials to equilibrate to ambient room temperature, protected from light, for ~ 30 minutes. 

•  Remove the seal. Wipe the top of the vial(s) with disinfecting tissue of isopropyl alcohol 70% or similar and 
allow the alcohol to dry.

• Reconstitute the lyophilized vials (see dose calculation section) by adding 5.2 mL of WFI to each vial (use 10 
mL syringe/ 18G needle combination). Direct the stream directly onto the center of the lyophilized powder.

•  Gently swirl the vial for 10 seconds with circular motion at 15-second intervals, until cake is fully dissolved, 
and the product is uniform in appearance. A small amount of foaming may be transiently observed during 
reconstitution.  Allow foam to subside before withdrawing contents from vial.

• Remove 2 vials of PH20 solution, 110,000 U/mL, from 2°C to 8°C storage temperature.

•  Allow the vials of PH20 to sit for 15 minutes to come to room temperature..
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PREPARATiON OF N6LS  + PH20 FOR SC ADMiNiSTRATiONPowerPoint title (Global update in Header and Footer)



• Visually inspect the reconstituted DP and PH20 DP vials prior to SC dose solution preparation. The reconstituted N6LS 
solution should appear as a clear to opalescent; colorless to yellow or brownish yellow liquid; essentially free from visible 
particulates. The PH20 DP should appear as a clear and colorless solution. If visible particles, unusual discoloration , then 
the products should not be used.

• Reconstituted N6LS (42 mL) must be co-mixed with 0.6 mL of PH20 (~ 1600 U/mL) 

Mixing steps are described below:
• 50mL syringe/18 G needle combination to draw a total volume of 42 mL of the reconstituted DP from 8 vials.

• Transfer 42mL of VH3810109 DP from the 50mL syringe into a single 50 or 100mL stoppered and sealed sterile glass vial. 
Gently swirl the solution to ensure homogeneity.

• Draw a total volume of 0.6 mL ofPH20  from 2 vials (0.3mL from each vial) using a 1mL syringe/27G needle . Transfer 0.6 
mL rHuPH20 into the 50 or 100mL vial containing 42 mL GSK3910109 DP.

      Gently mix the solution to ensure homogeneity.

• Take a 50 mL syringe/18G needle combination and draw the admixture of GSK3810109 and rHuPH20 prepared in the 
previous step. Discard the needle and cover the end of the syringe with a cap.

• Place the 50 mL syringe in the syringe pump connect the extension set Program the pump for SC infusion of 38.1mL 
volume at a rate of 3mL/min.

70

N6LS +PH20 FOR SC ADMiNiSTRATiON ( CONTiNUED)PowerPoint title (Global update in Header and Footer)



SC ADMiNiSTRATiON ViDEO https://vimeo.com/850628116/9a9a476f9f?share=copy

https://urldefense.com/v3/__https:/vimeo.com/850628116/9a9a476f9f?share=copy__;!!AoaiBx6H!1KxgL1tCxv1H4JTBx7E9mpeltDRemmtWnqJFpK3DwhmyiLDRjatJkn7yJLInAqRWYve-dU5W0rTY0F3EVephzwKXpuiR8g$


BREAK


