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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
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ratoriesinc:

tabcorp
Sample Management — Bioanalytical (Room IS 160)
3301 Kinsman Boulevard
SAMPLED Madison, WI 53704, USA
30 Knightsbridge Road Building 3 g
Dock 3
Piscataway, NJ 08854

Monogram Biosciences Inc.

345 Oyster Point Boulevard South
San Francisco, CA 94080, USA

\

Management, Attn Gijol:
UP2-1003, 12508
Collegeville
Collegeville, PA

Q Squared Solutions (Quest) LLC
27027 Tourney Road, Suite 2E
Valencia, CA 91355, USA

etaminophen Toxicity
Diagnostics Pediatric
Pharmacology and
Toxicology Sturgis Building
Room 52409

Arkansas Children's Hospital
1 Children’s Way Little Rock,
AR 72202, USA

Nichols Institute &
Quest Diagnostics
Infectious Diseases
33608 Ortega Highway
San Juan Capistrano,
CA 92675-2042, USA

_"‘ 6 Dabney Road
fRichmond, VA 23230
\ USA

Central Lab

Storage vendor

Third party testing lab




GSK - ViV

Healthcare

Labs - Scope of responsibilities

<

embrace

Central Lab

(Q2 Solution)

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

GSK BIB Sample

Nichols Institute
Management

Anti Smooth Muscle Ab PK-VH3810109

LKN-1 Antibody

Acetaminophen Toxicity
Diagnostics Pediatric

Quest Diagnostics

Infectious Diseases

Pharmacology and

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

. Central Lab

Monogram Biosciences

Genotyping
PhenoSense mAb

LabCorp Early

Development
Laboratories

PK- CABOTEGRAVIR

Immunogenicity —
ADA - VH3810109

4

Storage vendor

' !AMPLED

PGx
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/ Clinical site \

Collect and process
samples according
to the lab manual

Ambient >

DAILY shipment
* shipment ASAP

Frozen >

(& )

3 N

Central
Lab

Routine safety testing
Flow cytometry
Coagulation testing
Serology

Sample storage

@A O’Solutions’

frozen
(batches)

GSK BIB Sample

Management

Monogram Biosciences

Nichols Institute

Early Development

Laboratories

- SAMPLED

Acetaminophen Toxicity

Diagnostics Pediatric
Pharmacology and
Toxicology

F

Quest Diagnostics
Infectious Diseases

Storage vendor
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Starter Pack Visit Specific Kits

Additional Supplies
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Reordering Supplies

@ O’ Solutions (RO HOATTTA T it

ABC PHARMA PROTOCOL 1234567 - REORDER - GLOBAL KIT3
ACCTS IWEVTWYI 3 SOUARED SOLUTIONS USE OMLY “ Pre-Lacel Study
3
P Y ORDER # DATE o .
J— . Indicate Quantities
_ PR ORDER DATE
PR A £ DATE
Foem Name: TNO2A PRQC DATE
Revi: 17 Dec 2018

MVILD TIONS: Prasss ndaate Tw biowng 'tm
1. Person croeing sappies 2 Dute of orom mBemmson 3 D sapiies regon e d by

P e completnd Jorm 10 ur Sedested fax ke chent reosdes o +1.404.300.8040

Meapph orders wi te WIoped B 3 wortng Ayt FOT eoes O 1ecuesd b e recried 00 Ba SocaTert Pease skow ke bl e a0
Cunioma Cearance (1 asphcs ) prior 1 recept of regue e d sepies. Thask pou

QDCT Use Only: No Neecle Countries: NA

1 Form for Lab Kits
1 Form for Logistics

ary|unms | VSITEV | gy rrem | USITEM REQ LALORATORY KITS ‘ s I =
Bags | 1588V - - TNOA Screen Vist 1 Upp IeS
Bags | 51608W . . TNOBAXGSSE| Vis42Day 1 XGS .\cch
Bags | S1558%V - - TNOC Vist 4Day 14 & Vist SOay
Bags | 514084V . . TNCOA | vist&Day 42
Bags | 51550V : - TNOE Eanty VR DOawa
Bags | 516087V . . TNOL Inktiel Liver Event
Bags | 18008V - - TNGFL Montorng Folow Up
Bags | 51558 . ummw Vs } NOTE: T umcheduied
[N s - = NOU Form eparme any
Each TNORA nms«m Global Kis SR i o At -
Reorder via fax, phone or
e-mail
SUPPLEMENTAL SUPPUES
Each 430 p 124l Urine Clecson Cups
Each %162 28984 |Unine Cclecson id }""""‘"”"“"’""""""""
Cacn e 057 MCG Unne Pregnancy Test Strips.
Each 158881 | 80128 | Oragese DNA Seif Colection Kt
Each 63141 . BBL Coture Swab Amwes Gel wio Charcoal
—|Esen | 5¥ME | 38378 |21G Bumertly Needl
Allow 5-7 working days
to reorder
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| CONTACT INFORMATION

CLIENT RESPONSE CENTER

Monday-Friday, 5:00 AM - 6:00 PM (Pacific Time)

Investigator
Manual

@ O’Solutions

+ Guaniss Quest ot i

dtn n,plasevn sit

I{STRANO,
AERICAN
u ATE
55
P I
2
~~~~~ >
gy
S
‘-‘a‘:"‘ ation, please visit
o,
~,‘\m ttions. html

i Pathologists

Laboratories Inc
[ Kingdom

V

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

Reference Ranges for all
tests performed by Q2
Solutions

Q Lab Certification links
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Requisition Forms

@ O’ Solutions LMD L) B
ABC PHARMA - PROTOCOL 1234567 SCREEN VISIT 1
..W_,ﬁ,,_l_,,, ! Complote all boxes i this section, fadur 50 do 50 will Selay reports
T i D —
Jarisel
JADOR]
ooRA Gender: D Male [:] Female
Ty ETATEZ S
F ADOR}
1 N Gl (111
n'aw —uwww&n..—-.
STUDY 10 SHNENE : 1
FORM CODE. NI Coltection Date: L
LR LR
cenTer [ Fasting D v g
hsued 10 Oct 2015 by ESR Petsied b
— - — — YZ/IYA223566A01
Y QU L
ABC/1234-567
Visie: N2 Visit 2 loe/ 2 Vise 2 :
- O ve Subject #
Required Tesa(s) Specimen | Transport
e weme Tnee N SBCTCCBC Q015
O Estradiol B
10 bmas o Sy o vt 1 sl Sorum, Cloar Pash Cap T
G0 M
Chemisery 1 el Serum, White Cap Tube
C- Reactive Protein 1 el Serum Whiane Cap Tube
HIV 172 A 2 el Serum, FU White Cap Tube
wirellex te WH l\(k-M(;phbc
ﬁh« - . ' ' ' vlnl\«\m\\\hm'(vTuN
Hematobogy 2 el Whole Blood, Lavender Tube
Glocese Predose . 1 o=, Plasens, White Cap Tube
(u- I“' 01.. 1 el Plasma, Whize Cap Tube
Urismalyvin 10 mi. Urine, Yellow Urmalyss Tube wipresorvative
IMPORTANT: AN labels are contomised por host, please complote salyjoct | paticont idoatificr om every labsl
ﬂh-nhdﬁw‘hmtwumuﬁ‘ﬂhh(mdhﬁ
* NO TESTING OUTSIDE OF FROTOCOL *
S OUT OF PROTOCOL TESTING YIJ,()\\I D WITH SPONSOR AFPFROVAL ONLY
Temt S-.r Approved by Date: -
avm Whine Copy « Rooen Tomponmane (XT) hwe Copy = Froves (%) Yelow Cogy « Sne Rovond Riestnd

)
o
R

<
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MULTI-PAGE FORM:

White copy is to be sent with
ambient samples

Blue copy is to be sent with frozen
samples

Yellow copy is to be retained at site

Pre-labelled return tubes
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@ O’Solutions

@ —
v" Correct
Protocol

% |ncorrect

Protocol =
results will be
delayed as we
transfer results
to the correct
study. This also
results in a
charge for the
sponsor

STUDY ID: 1YZ
FORM CODE: 1YZA
LU
CENTER: 010886

Issued: 19 Oct 2015 by ESR

Fasting:

PHARMA - PROTOCOL 12%- ISIT 2 & VISIT 3
EQ NO. : EMOGRAPHIC SECTION D>
88881234 123456 6 YB123456 | Complete all boxes in delay reports.
LR T p———
DR. JOHN KELLOGG
ZZ')E;E\S:-(;.:LCVEI::ER Gender: Izl Male I:] Female
BLACK CREEK, NY 21010
Date of Birth: | 310] [J[U[N| [1][9[8]6]

DAY MONTH YEAR
30 & Jun will be imputed by Quest Diagnostics

Collection Date: |2|3| IN|O|V| L2 [o]1 4]

MONTH YEAR

IZ] Yes I:’ No

(Required for Chemistry and Hematology)

Refer to sample handling guidelines in the investigztor manual for complete sample collection, handling and shipping instructions.

SCHEDULED VISITS: The visit is premarked below.

D

v' Correct
Visit

MT'Z
e

03 wisiT

P LY L TTIIY S LD

x [ncorrect Visit = potential sample being drawn in error,

therefore missing data points

Complete the

Demographic
section

* Incomplete
Demographic
Section = a
hold will be
placed on the
order and final
reporting of the
results will be
delayed.
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Ensure you draw and ship

1 VAN @ only the required tests
Required Test(s) Specimen / Transport Tube Ship\
PT/INR I mL Plasma, 3.5 mL Sarstedt Vial R\
Ta [ — ; :
oo bl I mL Serum, Clear Push Cap Tube R Complete optional test
Chemistry 1 mL Serum, White Cap Tube CheCk box
C- Reactive Protein 1 mL Serum, White Cap Tube RT
HIV 172 Ab 5 ml EU White Cap Tube .
wireflex to WB ml. SEMM, 'S Clear Push Cap Tube @ Ship at the correct
Folate | mL Serum, White Cap Tube FR tem pe rature
Hematology 2 mL Whole Blood, Lavender Tube RT
Grlf:m Predoos _— 1 mL Plasma, White Cap Tube RT

e e ———————————— . ————————————————————————————————————— - ——

Gl 1 Hr Postd

: :f“le”]”jfi_n I mL Plasma, White Cap Tube RT
Urinalysis 10 mL Urine, Yellow Urinalysis Tube w/preservative \ RT /
IMPORTANT: All labels are customized per test, please complete subject / patient identifier on every label. ~

Make sre et co — Remember: NO OUT OF
e PROTOCOL TESTING

White Copy - Room Temperature (RT) Blue Copy - Frozen (FR) Yellow Copy - Site Record BEOrOR
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Impact of an Incorrectly Completed Requisition

Laboratory Report

KELLOGG MD, JOHN 2 s I t-
LR 1 Q*Solutions

a Quintifes Quest Joint Venture

Patient Name Patient ID Age Sex Collection Date & Time
ooo0213 66 F 17 Dec 2015 (Local Time)
Page Requisition # Login Date Report Date & Time
1 of 5 376518 18 Dec 2015 (GMT-8) 20 Dec 2015 02:39 (GMT-8)
Remarks: Kit Number:

64187178 376518 8 YH376518

Report Status: Temporary
Demographics

SPONSOR : ABC PHARMA

PROTOCOL: 12234567 L T
STUDY ID: 1Yz Note: Critical data from the
CENTER: 219839 reguisition are missing.

PGX ACCOUNT 84552082 incomplete, or inconsistent

-*
-*
-*
-*
*
-*
-
-
-
-
-
-

with previous records. Thus,
interpretation and critical
value flagging of lab results
are not possible.

Please call Q2 sSolutions, a
Quintiles Quest Joint Venture
immediately.

R K K Kk K K K K K K ok ok Rk K K A K

L I N N N N

Sponso
transferri

the correct

flagging,
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VISIT(S): SCREENING (CONT’D)

(Red/Gray) (Red'Gray)
COLLECT:
SSTR.SmL SST8.S5mlL
10x *.)
COMPLETELY AND GENTLY

INVERT 10 TIMES
COAGULATE

MIN. 30VMAX. 60"

PREPARE:
CENTRIFUGE AT 1600 RCF (g)
FOR 15 MINS.
TRANSFER WITH A PIPETTE
|
v v v
(25mL (2.5mL (White)
Transfer Transfer
RETURN: Tube) Tube)
SERUM SERUM SERUM
1.0 mL 2.0 mL 4.0 mL
CHEMISTRY: HEPATITIS SYPHILIS Ab REFLEX/
CLINCIAL CHEMISTRY / SEROLOGY: RPR SCREEN / RPR,
CREATININE CLEARANCE / HEP B sAg / ANTI-HBc / TITER /T PALLADIUM
LIPID PANEL* HEP B sAb/HCVAb Ab, P AGG
I Do not fill tube completely as liquid will expand when frozen I
ROOM TEMPERATURE SB8FROZENS®S®
SEND AT ROOM TEMPERATURE STORE IN AN UPRIGHT POSITION AT -20°C ON SITE AND
SEND ON DRY ICE ON THE DAY OF COLLECTION

ON THE DAY OF COLLECTION
* LIPID PANEL: FOR FASTING LIPIDS ASSESSMENTS, AN OVERNIGHT FAST IS PREFERRED; HOWEVER, A MINIMUM OF A 6-HOUR FAST IS ACCEPTABLE
FOR PARTICIPANTS WITH AFTERNOON APPOINTMENTS.
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1

|II LT RR AR TOAN1F = Common Errors and Impact
YB123456A02 c =
1234 567 ® =
Chemistry — Serum " =
Subject:___086080____ 6AB = |II ([ |I|II|III3|1I2III3[!I|€ISIJ(!!2|
SBCHEM 201 U Subject Number ggfn T
Missing Subject:______________ 6AB
SBCHEM 201
. .. IMPACT
* Al tUF).eS prowded as part of Visit 4 Wrap vertically around the Sample being CANCELLED (loss of data for the
SpeCIfIC k|tS are pre'labe”ed Upper portion Of the V|a| as protocol) due to incorrect labelling or no labelling
’ (“naked samples”)
_ _ close to the top as possible, do oo sont 1o e
- Sites must still complete the not overlap.

Delay in final report to site

subject information required on the

labels Q X
 All tubes provided as bulk supply

items or as part of Unscheduled
kits will need a label applied to
them

Horizontal Centred
Placement Placement
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PRIMARY COURIER BACKUP COURIER
United States (Mon-Fri) United States (Weekend & After Hours)
Puerto Rico (Mon-Thurs) Puerto Rico (Friday, Weekend & After Hours)
ROOM ROOM :
COUNTRY TEMPERATURE : FROZEN TEMPERATURE : FROZEN
United States,
. FEDEx : FEDEX MARKEN : MARKEN
Puerto Rico : :
--------------------------------------------------------------------------------- I M PACT :

Please note using BACK UP premium
couriers for standard shipments is very
The Site Specific Summary provided in your Starter Pack indicates when to use the | e sl eie s el
primary and backup couriers, and provides you with site-specific courier contact budget.
telephone numbers

Sites must use couriers as directed in

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

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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» 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

Shipper's Decl t Req Air Waybills / airbills must have the following:
4 A 1. “Dangerous Goods - Shipper's
Dry Ice amount must be in Declaration not required”
kilograms. 2.Dry Ice; Class 9; UN 1845
(v

3._____x____ _Kg
Number {wt)

Dry Ice \‘ ;
>
kg.s

Shipper’s Name and Address
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Commercial Couriers

< 4 N—— S s 13
1 l A e =

Slide each sample Place folded Roll up absorbent Follow closure

vial into absorbent requisition, printed tube shuttle and instructions on

tube shuttle. side out, into back slide into bag when
pouch of specimen specimen sealing.
transport bag. transport bag.

PACKING THE ROOM TEMPERATURE SHIPPER:

» Recommended maximum of two transport bags per shipping box

Place specimen transport bag(s) on top of one air
pillow*, and place second air pillow* on top of

Air Pillow/
Gel Wrap

specimen transport bag(s).
No more than two patients’ specimens can be

Specimen(s)

shipped together.

Close box flaps in numbered order. Remove

Air Pillow/
Gel Wrap

adhesive strip from flap #3, and press down on flap
#4 firmly to seal box.

"Gel wraps should replace air pillows to surround specimens when outside temperatures are below
-10°C/14°F or above 34°C/93°F.

Place shipping documents in pouch on top flap
of package.

Address the outside of package.

ADDRESSING AND DOCUMENTING THE ROOM TEMPERATURE SHIPPER:
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Laboratory Report

KELLOGG MD, JOHN

i [A Q’Solutions
a Quinties Quest Joind Venture

BLACK CREEK NY 20120

Patient Name Patient ID Age Sex Collection Date & Time
059734 ‘72 l)l 23 Jan 2015 (Local Time)
Page Requisition # Login Date Report Date & Time

965374

1 of 4 24 Jan 2015(GMT-8) 24 Jan 2015 22:07 (GMT-8)
Remarks: Kit Number:
64170606 965374 8 YE965374

Report Status: Final

Demographics
SPONSOR: ABC PHARMA
PROTOCOL: 1234567
STUDY ID: 1
CENTER: 010886
SUBJECT NUMBER: 059734
BIRTHDATE: 30 Jun 1942
VISIT: VISIT 1 SCREEN
PGX ACCOUNT B4549639
Results
Result Reference Site
Test Flag In Range Out of Range [11T113 Range Code
HEMATOLOGY YZ
HEMOGLOBIN HG 11.0 G/DL 11.8-16.8
HEMATOCRIT e 64.4 % 36.0-49.0
PLATELET COUNT 183000 PER CUMM 130,000-400,000
WHITE CELL COUNT B.7 THOU/MCL 3.8-10.8
TOTAL NEUTROPHILS AB 5.84 THOU/MCL 1.80-8.00
NEUTROPHIL, SEGS 67.4 % 40.0-75.0
BASOPHILS 0.5 ¥ 0.0-2.0
EOSINOPHILS 6.4 ] 0.0-7.0
EQOSINOPHILS ABSOLUTE 0.56 THOU/MCL 0.05-0.55
LYMPHOCYTES 19.0 % 16.0-46.0
MONOCYTES 6.7 ] 0.0-12.0
RED CELL COUNT 3.8 MILL/MCL 3.7-5.5
TOTAL NEUTROPHILS 67.4 % 40.0-75.0
NEUTROPHILS ABSOLUTE 5.84 THOU/MCL 1.80-8.00
BASOPHILS ABSOLUTE 0.04 THOU /MCL 0.00-0.20
LYMPHOCYTES ABSOLUTE 1.65 THOU/MCL 0.85-4.10
MONOCYTES ABSOLUTE 0.58 THOU/MCL 0.20-1.10
CHEMISTRY YZ
ALBUMIN 4.1 G/DL 3.2-5.0
ALKALINE PHOSPHATASE E 203 U/L 20-125
ALAT (SGET) 37 U/L 0-48
ASAT (SGOT) 34 u/L 0-55
BILIRUBIN, DIRECT 0.1 MG /DL 0.0-0.4
BILIRUBIN, INDIRECT 0.3 MG/DL 0.0-1.3
BILIRUBIN, TOTAL 0.4 MG /DL 0.0-1.3

Reports sent

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.




=RV Reporting (cont.)

Healthcare

14

embrace

CLINICAL SIGNIFICANCE REVIEW (SUMMARY)

OUT OF RANGE ANALYTES CLINICALLY SIGNIFICANT?

REFERENCE RANGE

HEMATOLOGY
HEMOGLOBIN HG 11.0 NO YES

G/DL 11.8-16.8
HEMATOCRIT #+ 644 N0 YES

$ 36.0-49.0
EOSINOPHILS ABSOLUTE 0.56 __No __ ¥ES

THOU/MCL ~ 0.05-0.55
CHEMISTRY
ALKALINE DHOSDHATASE £ 203 __No __ ¥ES

U/L 20-125
GeT 86 __No __¥ES

U/L 0-75
GLUCOSE 210 __No __vES

MG/DL 70-125

/
<:-.I§!§§E£E§TOR SIGNATURE: DATE:

—_— —

NOTE: THE QUICK TREND REPORT MAY CONTAIN TRUNCATED TEXT RESULT(S)!
PLEASE, REFER TO THE ACTUAL LAB REPORT FOR COMPLETE RESULT(S)...

@ DENOTES ABNORMAL RESULTS

Reqg#: 281343 633856 922847 922856 522828
Visit Date: 01 Dec 2014 29 Dec 2014 12 Jan 2015 08 Feb 2015 09 Mar 2015
Visit: SB 2B 4B =1=] 12B
Visit Type:

ADD LIVER MON CHEM
ALAT (SGPT) @87 @59 @7e @127 @260
BILIRUBIN, TOTAL 12 7 3 11 17

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

eport,
ovided.

* Quick Trend
o Summary of test results.
Baseline results appear in the
left column, followed by
consecutive visits
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Result View is a web-enabled portal from Q2 solutions

ResultViewTM System

RESULT\VIEW™
SYSTEM

v1.243

Please enter your user name and password

User Alerts

Password: ResultWiew™ Help Desk

By clicking on the Logon button, £
laccept the ResultView™ User Agreement L0 o]

i i +1913-674-8504
Europe/Asia +44{0) 1184 505039
Email: i intil

the laboratory resul
patient recruitment at

RESULT\WIEW™ USER AGREEMENT

THIS USER AGREEMENT (THE "AGREEMENT") BETWEEN YOU AND @ Solutions, a
Quintiles and Quest Joint Venture GOVERNS YOUR USE OF THE RESULTWVIEW™
WEBSITE (THE "SITE"). By using the Site, you agree to be bound by this Agreement Q?
Sclutions may change this Agreement at any time, with or without advance notice, by pesting
the revised Agreement on the Site or otherwise making it available to you

USING THE SITE

RESULTWIEW™ IS NOT INTENDED TO SERVE AS AN END USER TOOL TO
ELECTRONICALLY LOAD DATA INTO A CLINICAL DATA MANAGEMENT SYSTEM TO
BE SUBMITTED TO A REGULATORY BODY. Q? SOLUTIONS DOES NOT RECOMMEND
OR SUPPORT ITS USE FOR THAT PURPOSE.

The material on the Site is for informational purpeses only. You may, at your sole risk and
resporsibility and solely for your own lawful, professional uss, display the Site on a web
browser and print porticns of the Sits that are of professional interest to you, for informational
purposes only. Otheraise, you are not icensed to display or print the Site In addition. you may
not, in whole or in part, reproduce, distribute, craate denvative works from, sell, or sublicense
any matena on the Site.

~ 24 hours a day, 7

» Data secured & refr

@ Solutions is not responsible for circumstances beyond its control, and it does not promise
that the Stte will be available at 2ll imes or at any particular time. @7 Sclutions may elect to
discontinue the Site or your access 1o i at any tme, with or without nofice.

OWNERSHIP, PRIVACY, AND SECURITY
Subject to the rights of third-party licensors, Q° Solutions owns all copyright. trademark. patent,
trade secrel, and other intellectual property and proprietary rights in the Site, in all media now

knnam ar later Aaviaar Vi maw nnt remeve caneaal ar alter anw sanurinht nafica diarlaimer

~ Privileged access to L
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[@ O*Solutions

L R

WA

ResultView

w Laboratory Results
E Quick Inquiry
[u Management Reports
f B Protocol Enroliment
B New Activity
B Fiagged Results
i B Sample Storage
B Analytessubject Trena
i E Missing Subject Visit
B Missing Order Unit
B Lab order Notes
i Bap Inventory
B Inbound Batch Counts
B NP Resutts
h] Query Builder
B New query
-a My Queries
B shared Queries
L Preferences
B investigator Filtering

L B o V- o N T - D

Q2 ResultView portal
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| Customer Service

nj l--- Select Study or Study Group —-—-— v Log Off | Help

Last Logon Date:

January 23, 2017 07:15

|

[ O*Solutions

¢ GRS Gt A o

m I-—- Select Study or Study Group --- v

ResultView

Help | Customer Service

Last Logon Date: January 23, 2017 07:15

C Laboratory Results
T Quick Inquiy

Q Management Reports

B Protocol Enroliment
B New Activity
B Flagged Results
i E Sample Storage
B Analyte/subject Trend
Missing Subject Visit
MiSSing Order Unit
B Lab order Notes
~B AP Inventory
B Inbound Batch Counts
B NP Resutts
A Query Builder
B New Query
i B My Queries
B shared Queries
Q Preferences

B investigator Filtering
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m [DT752 ~ Glo ~ Testing study for Result View v] Log Off | Help | Customer Service

[@ O’Solutions

ick Inquiry
ResultView oo v]= [tst] g > RegKité ___v]= | | —Note— v
0 tatorstor ronates e 1= [y va | v [ ]
aboratory Results Ry Vs
: e v (o v/ sepers V= [ e
- VisitCods __ v|=
OWergememepons. ot v]= [l v
B protocol Enroiment VisitType v |= [t g 7 B oate: [Collected v From: [ddmonyyyy) | To: [dmonyyyy) |
BNew Activity Blinding: @Sponsor@lmaﬂgawl Units: [As Reported v LPRINT ALL| L VIEW LEAR |

B Fiagged Results
i B Sample Storage
B anaytersubject Tre
Missing Sub

B missing Order Unit

i TZ52 ~clo ~ 2 £ Les Customer Service
m stolutlons m |D 52 Glo esting study for Result View V| Log Off | Help |

£ Ouras Gt e Matary

i B Lab Order Notes [Monitor V= |::] [ALL] v [Reg/Kit # V)= [ | ~Note v
- (issigeior v]= [ o e S —
sporatory Resul = -
B auick Inquiry SubjectlD Vv |= [ALL] val" § Site Acct# ¥ [ | e tus
. uick Inquiry e | - [visit Code v]= \ |
[ Management Reports Vst v] [ALL]
§ B Protocol Enroliment [VisitType V= E [ALL] v E Date: [Collected V| From: [(ddmonyyyy) | To: [(ad-monyyyy) |

VIEW

i B New Activity Blinding: V] Sponsor M Investigator Units: | AsReported V| LERINT ALLJ
B Flagged Results

i B Sample Storage

LCLEAR

Lab Order Selection List

below to sort

i B Analyte/Subject Trend [Savel
i E] Missing Subject Visit Note  Review Any § D Account Req# Received® Initials ~ Subj. ID Reported
[ Missing Order unit m ] [ DTTS2 84501939 111110 [E  09/15/2015 : 09/16/2015
E Lab Order Notes I:, | = DTTS2 D0DDODBS 011110 03/23r2012 e _ - 1 031232012
B A inventory m | [F DTS2 00DDODSS 080108 08012011 werx . ) 1 09/10/2011
i B Inbound Batch Counts
B 1 Resuts m O [F  DTTS2 00000085 080107 081012011 ; i 1 0810/2011
0 Query Builder m O [F DTS2 00DDODBS 080106 061012011 . i 1 0810/2011
B new query 00000085 080105 [K]  08/10/2011 ) i 1 08/10/2011
B my queries 00000085 080104 0811012011 ; . 1
B snarea ueres 080103 [X  0810/2011 i _ . 1
U preferences 080102 [E 081012011 e ; i 1
B investigtor Fiterng _ osoto1 [H osdoz0t1 oz . L1
042813 E 0472812011 i _ ~ 1 04r29/2011
00040085 042812 04/26/2011 - . ) 1 1111372012
D0DD0DBS 042811 @ 04/28/2011 e . ~ 1 11/13/2012
0000005 042809 04/26/2011 2o . . 1 111132012
m O [0 DTTS2 00000085 042807 [] 0472812011 : i 1 0412912011
[n4] O ml DTTS2 00DD0DBS 042808 04/28/2011 i _ . 1 04/28/2011
m O [ DTS2 00000085 042805 [  04/28/2011 e } i 1 04/28/2011
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Reviewed By: Me Anyone
Clinical Significance Review ¥ e [] Y O
LCBSATS | Full Quick Trend: HTML v Cutput Format
Blinded By: v sponsor | Investigator Units: | As Reported v L VIEW | |_PRINT | ZPREV  NEXTN
Requisition: 020307 Report Status: ~
Investigator -
PLEASE GIVE REPORT TO CATHY KERMER P?,:':et:lt‘
QUEST DIAGNOSTICS CLINICAL TRIALS Name: DCMT
125-135 STAINES ROAD N .
\ Patient Id:
HOUNSLOW - .
HOUNSLOW TW3 3JF, Age:
Sex: M

UNITED KINGDOM

Collection Date & Time:
Login Date:
Report Date & Time:

Remarks:

Study ID: DTTS1

VISIT SEQUENCE: 00

STUDY &: Testing Protocol

CENTER #: 23

VISIT: 1

FASTING NO
Results

Result
Reference
Range

COMPLETE BLOOD COUNT HS
HEMOGLOBIN **150 G/L 138-172
HEMATOCRIT BLINDED
RED CELL COUNT GO 4.5 TI/L M: 4.4-5.8
MCV 90 FL 80-100
MCH 32.0 PG 27.0-33.0
MCHC 330 G/L 320-360
WHITE CELL COUNT BLINDED
RDOW 10.0 % 9.0-15.0
MYELOCYTES &) % Q
METAMYELOCYTES =3 % 0
NEUTROPHIL, SEGS 40 % 40.0-75.0
NEUTROPHIL, BANDS 10 % 0.0-8.0
TOTAL NEUTROPHILS S0 % 40.0-75.0
LYMPHOCYTES 34 % 16.0-46.0 N
MONOCYTES 8 % 0.0-12.0

01/31/2011 (Local Time)

02/03/2011 (GMT-8)
02/03/2011 10:15 (GM

00000066 020307 6

1-8)

HIS IS A SUBHEADER TEXT COMPLETE FIELD.
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E QZ s°|uﬂons ] FLEASE-Don't touch this study - Fo
o AN Gt Ay Haiow @
ResultVi Available Columns (Holddown'Ci’  Displayed Columns Column
esultview ALLOCATION =- to select muitiple) Sequence PO
Q Account # N al ; P :
Laboratory Results Age In Days ‘ ‘ )
B Quick Inquiry Age In Months a ! Units: | As Reported
Age In Weeks : 7
) Management Reports Age In Years ] ? Blinding: ™ sponsor
Age vl Investigator
E Protocol Enroliment Aliquot # |SORT / FILTER|
iy Anaiyte Code v Requisitions:
New Aclivity Analyte Name
a Flagged Resulis [} cCorrelate Tests [ unique Rows Only Non-Reportable: [ |
B sample storage
Analyte/Subject Trend
a Missing Subject Visit
E Missing Order Unit
B Lab order Notes
8 ) | SUBMIT | | CANCEL |
B inbound Batch Counts

B TNP Resulls
\J Query Builde

= My Queries
B snarea quertes

(8] Preferences
B Investigator Filtering




GSK ~ ViiV

Healthcare

Q2 ResultView portal Access Request

embrace

Result\View Access Request Form v6.0
Access type:
Q? Solutions PM:|Alexia Baillie The Q? Solutions Project Manager or Project Coordinator for this protocol must SponsF)r- Lab and Managemgnt reports, query builder.
Sponsor:|GSK submit the completed form to the account provisioning team via the Investigator- Lab reports for investigator site only.
ResultView Access Request form on VIA service portal.
Protocol:[209978 *q X o Please limit each request to 50 users (submit multiple tickets if needed).
Q? Solutions Study ID:|9JK Requ"ed for BP uPload-
Date:
* E-Mail Add * Count * Area *Ph Numb o R Access: (Sponsor or| Level of access:
* Last Name * First Name -val ress oun ry Code o.ne umber Country investigator site not Invéstipator) site.Count AlI. Account Number Site Number
(max char 80) Code (ex:49) (ax-201) (ex:7232405) needed) g s ry,
. Cite lavellaccact can ha r\rn\/ihlo1d onh noct thea lcite hac Hoaan initiated 1in Q2
~TO O Lo vVolUaAauov v OoUJY U T NGO rJIVVI\.A\/ 1T TU NV\J\- CIT O [ITC O TTUIAJD T T ITITUTUOAC U A 1T T XL
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Result\View™ Quick References

Result\View™ |s a state-of-the-art Web-based tool that gives you the ability to access important study data in a secure environment. Result\View™
makes study monitoring more efficient by allowing you to view and print patient reports, track clinical study data, produce management reports and run

queries, globally, 24 hours a day, seven days a week.

1. Click the link provided in etther of the
confirmation emails containing your Username
and Password or enter the following URL into
your browser:
https://resultview.questdiagnostics.com/resultv

iew/logon/logon jsp
Note- Be sure to save the site as a favorite

2. For bestresults, copy and paste the
Username and Password from the
confirmation emails into the appropriate fields.

Ngte: You will be asked immediately to
change the password to something unique,
known only by you. If you can’t find the
confirmation emails or you can’tremember
your username or password, contact your
local Result\View™ Help Desk.

3. Read the User Agreement and click the
checkbox to agree to the terms and
conditions.

HELP DESKINFORMATION

America/Australia: +1 913-674-8584
Europe/Asia: +44(0) 1184 506039

Email: globalitservicedesk@aquintilesims.com

Please be sure to mention that you are calling in regards to
Result\View™ when contacting the Help Desk

|-—- Saleet Study or Study Lroup --- ﬂ LopUk | Hep | LustorerServoe

u
@ & Solutions ® as ®

™ LastLogon Date:  Ochber17, 201218:1%

€ Laborstory Resuits
Q Meatric Reports

§ Global Monitoring Dala Type Month
9 Supplies

@ Manasoment Reparts
@ Quory Buider
Mtrics Admin 1 The Study or Study Group — used as the basis for generating inquiries,
# prefesences — reports, and queries —is selected here.

Metrics Data Loaded (3

Main Menu Screen Options

2 Result\View™ Menu:

» Laboratory Results — Quick Inquiry screen is used to generate a Lab
Order Selection List through various sort and filtering options. From this
Iist patient Iab reports can be viewed and printed.

) Metric Reports screens are used to generate, view, print and/or export
metrics data for budget, data transmissions, first kit to site TATs, and
TNPs. Each screen provides multiple sort and filtering options.

» Global Monitoring screens are used to generate, view, print and/or

export monitoring reports on study enroliment, inbound batches, supplies,
and courier usage

» Management Reports scieens are used 10 generate, view, print and/or
export management and study data. Each screen provides multiple sort
and filtering options.

» Query Builder is used fo perform, save, and share ad hoc queries. The
queries can be run across multiple studies.

3 Metric Data aisplays only Tor those who have access [0 the Metric Reports.
Intemal users see the dales the most current data was loaded. Extemnal users
see the dates the information was approved for viewing purposes.

Log Off is used to log out of the system.
Help is used to view online help

Customer Service is used 10 update your profile or obtan contact information
for the Help Desks and Technical Support.
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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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Toll free numbers can be found in the investigator manual



mailto:CRCUS@questdiagnostics.com
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« 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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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



https://ramosng.gsk.com/

GSK ~ ViV %

embrace

RAMOS NG system review
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— 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;

GD — Screen Subjects
— Enroll (Randomize) subjects
— Dispense study medication
— Unblind subjects in an emergency situation
— Manage study medication supply

— Confirm receipt of Investigational Product
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Home Page

— 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 <>

Change View

CHANGE VIEW (CENTRE 7 DEPOT / STUDY)

CHOOSE CENTRE

Centre O

012345

Language: English
Welcome, Michelle Doherty I Logout | Help

Time Zone:UTC

Number Of Subjects

2

111222

4

213400_TestSiteUS

FN_TestUS LN_TestUS

28

<

embrace
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Home Page

CENTRE SUMMARY SUBJECT SUMMARY CENTRE INVENTORY

RAMOS NG w dy Doc English
e

Study Code: 212548v001 > Centre: 012345 Time Zone:)ST
CENTRE SUMMARY SUBJECT SUMMARY CENTRE INVENTORY SUMMARY
centre 012345 Enrolled 1 Bulk
Code 212548v001 Recistrati o
OPEN egistration
Jazz Patel Screen Failed 0 e g 10
Unblind 1 st 40
Withdrawn 0 50
8 View Complete 0
S View
Total 2
e Generate
Generate
R Generate

NO EXPECTED INBOUND ORDERS
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Study Doc i Languagt

Welcome, Michelle Doherty | Logout | Help

Study Code: 212548v00 Time Zone: BST

SUBJECTS

[ one J| Export To CSVFile

Subject ID < ; Rand No Enroll Date < Last Visit ~ Last Visit Date Registration Last Dispensed Cohort <
+ + Date & *

[]'Enable Filter

000999 ENROLLED 1005 20-ul-2020 Day TR..  20-Jul-2020 20-Jul-2020 20-ul-2020 Cohort 1 )
000998 ENROLLED 2003 20-Jul-2020 Day 1R..  20-Jul-2020 20-Jul-2020 20-Jul-2020 Cohort2

000997 SCREENED Screening  20-Jul-2020 20-ul-2020

000996 BB-DROPPED 1007 20-Jul-2020 Day 1R..  20Jul-2020 20-ul-2020 20-ul-2020 Cohort 1

000995 BB-DROPPED 1008 20-Jul-2020 Day TR..  20-Jul-2020 20-Jul-2020 20-Jul-2020 Cohort 1

000994 I BB-DROPPED 1009 20-Jul-2020 Day 1R..  20Jul-2020 20-ul-2020 20-ul-2020 Cohort 1

SCREENED Screening  20-Jul-2020 20-Jul-2020

20-Jul-2020 Day TR..  20-ul-2020 20-Jul-2020 20-Jul-2020 Cohort2

ay 1R..  20Jul-2020 20-ul-2020 20-ul-2020 Cohort2

creening  20-Jul-2020 20-Jul-2020 Vv

o Ira—— L
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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

« |f there is a temperature excursion, please contact the helpdesk. Do not report the
temperature excursion in RAMOS.




PRV SUPPLY PAGE
S S (LAY RECEIVING AND REQUESTING SHIPMENTS
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Please refer to your Study Specific User Guide which will show you all steps needed to
Receive and request shipments

To receive a shipment, click on the Click on Shipments - New Request to

hyperlink and complete the steps order additional suppli

RAM 0 S N G @ Study Doc i L English

1
Home | Subjects I Supply | Shipments I Change View

=)
o
n
b
o
o o & N ©

NNNNNNNNNNNNNNNN

$ 1 l ¢+ 4 = $ 0
I 7554 I RELEASED 204691EVAL1.01_JPN_DPT 204691v001:101

7567 RELEASED 204691EVAL1.01_JPN_DPT 204691v001:101
7577 RELEASED 204691EVAL1.01_JPN_DPT 204691v001:101
14025 RELEASED 204691EVAL1.01_JPN_DPT 204691v001:101

83605 SHIPPED 204691EVAL1.01_JPN_DPT 204691v001:101 21-Aug-2020
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Subject Visits Recorded in RAMOS NG
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Subject’s Screening Visit

New Subjects can be processed by selecting the SCREENING VISIT on the Home page

RAM OS NG @ Study Documentation  Language: English

Home | Subjects | Supply I Shipments |Change View

Welcome, Kevin Clear | Logout I Help

Study Code: > Centre:209639_T Time Zone:UTC
CENTRE SUMMARY SUBJECT SUMMARY CENTRE INVENTORY SUMMARY
200639 TestSiteUSA Enrolled 18 | pulk
209636001 Registration 6
OPEN ©0
TestinvFN TestinN Screen Failed 0 2
Unblind 0 o4
CENTRE MONITORING 366
Withdrawn 0
View Complete 2 820
vi
G'e" . Total 2%
enerate
Generate Screening
Generate
INBOUND ORDERS
2172 RELEASED RTP 209639v001:209639_TestSiteUSA
22773 RELEASED RTP 209639v001:209639_TestSiteUSA

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

Enter a six digit Subject ID number provided to the site

RAMOS NG <ZER>

Home | Subjects | Supply | Shipments | Change View

Study Documentation  Language: English

Welcome, Kevin Clear | Logout | Help

Study Code: > Centre: 209639_] i Time Zone: UTC

ENTER SUBJECT ID

Enter Subject ID

[oor [ s |
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Subject’s Screening Visit

Enter a six-digit Subject ID number provided to the site

RAMOS NG <ER>

Home | Subjects | Supply | Shipments | Change View

Study Documentation  Language: English .

Welcome, Kevin Clear | Logout I Help

Study Code: > Centre: 209639_1

Time Zone:UTC
ENTER SUBJECT ID

Enter Subject ID
E3

Select the demographic information

RAMOS NG <>

Study Documentation  Language: English

Home | Subjects | Supply | Shipments I Change View

Welcome, Kevin Clear | Logout I Help

Study Code: > Centre: 209639_TestSil > Subject:000031 > Visit: Screening Time Zone: UTC
COLLECT SUBJECT DATA

Sex (at study entry) * - Select —.

Race* - Select —.

Ethnicity (please refor to RAMOS NG User Guide for more details) * -~ Select - STOM DATA
o |
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Randomize a Subject

Select Randomization button to randomize the subject.

RAM 0 S N G w Study Documentation  Languge: English |/

Home | Subjects | Supply | Shipments | Change View Welcome, Kevin Clear | Logout | Help
Study Code: 209639v001 > Centre: 209639_TestSiteUSA > Subject: 000031 Time Zone: UTC
SUBJECT
‘ DETAL  DATA

SubjectID 000031 Status SCREENED

Study:Centre  209639v001 : 209639 TestSiteUSA Rand ID

Registration Date 28-Jul-2023 Enroll Date

‘ COMBLETED VISITS |~ REGNERATE REPORT

Visit Type Drug Assigned Notes

@ Visit Screening - 28-ul-2023
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Randomize a Subject

Select the stratification factor and weight.

RAM OS N G @ Study Documentation  Language: Engish |V

Home | Subjects | Supply | Shipments | Change View Welcome, Kevin Clear | Logout | Help
Study Code: 209639v001 > Centre: 209639_TestSiteUSA > Subject: 000031 > Visit: Randomization Time Zone: UTC
Please select the Viral Phenotypic Sensitivity based on the Monogram PhenoSense mAb Assay Result. If the IC_90 value is QUESTION
greater than 2 mcg/mL or the MPI value is less than or equal to 98%, please screen fail the participant. * IC_90 <=1 mcg/mL and MPI is >98%
IC_90 >1 mcg/mL and IC_90 <= 2 mcg/mL, and MPl is > 98% o
Please select the participant's weight range. * = = ] QUESTION
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Subject Visits

Select an answer for the oral bridging question

RAMOS NG @ Study Documentation  Language: English

Home | Subjects | Supply | Shipments | Change View

Welcome, Kevin Clear | Logout | Help

Study Code: 209639v001 > Centre: 209639_TestSiteUSA > Subject: 000031 > Visit: Month 1 Time Zone: UTC

COLLECT SUBJECT DATA

Is Cabotegravir oral bridge therapy needed?* QUESTION

If oral bridging is selected, select a quantity.

RAM OS N G @ Study Documentation  Language: English ||

Home I Suhjectsl Supply I Shipments | Change View

Welcome, Kevin Clear | Logout | Help

Study Code: 209639v001 > Centre: 209639_TestSiteUSA > Subject:000031 > Visit: Month 1 Time Zone: UTC

COLLECT SUBJECT DATA

Is Cabotegravir oral bridge therapy needed? * Yes QUESTION

How many bottles do you need dispensed?* — Select - QUESTION

One Bottle - One Month Supply
Two Bottles - Two Month Supply
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Subject Visits — Months 4, 8, 12, and every multiple of 4

Select a weight if prompted

RAM OS N G @ Study Documentation  Language: English

Home | Subjects I Supply | Shipments | Change View Welcome, Kevin Clear | Logout | Help

Study Code: 209639v001 > Centre: 209639 _TestSiteUSA > Subject: 000031 > Visit: Month 4 Time Zone:UTC

Please select the participant's weight range.*
>=50kg to <=51kg
>51kg to <=58kg

>58kg to <=66kg
=3 66kg to <=T3kg

>73kg to <=80kg
>80kg to <=88kg
>88kg to <=95kg
>95kg to <=102kg
>102kg to <=110kg
>110kg to <=115kg
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Screen Failure / Withdrawal of a Subject
Click on Screen fail if subject in screened status or Withdraw if subject is enrolled.

RAMOS NG <> Study Documentation  Language: English [V]

Welcome, Kevin Clear I Logout | Help

Home | Subjects I Supply | Shipments | Change View

Study Code: 209639v001 > Centre: 209639_TestSiteUSA > Subject: 000017 Time Zone: UTC

SUBJECT

DETAIL | DATA |

Subject ID 000017 Status SCREENED
Study:Centre  209639v001 : 209639 _TestSiteUSA Rand ID

Registration Date 27-Jul-2023 Enroll Date

Randomization Replace Container m

COMPLETED VISITS = REGENERATE REPORT

& Visit Screening - 27-Jul-2023

RAMOS NG <IER> Sy 1

Welcome, Kevin Clear | Logout | Help

Home | Subjects | Supply | Shipments | Change View

Study Code: 209639v001 > Centre: 209639_TestSiteUSA > Subject: 000031 Time Zone:UTC

SUBJECT

DETAIL H DATA ‘ STRATA H DOSING FACTORS

Subject ID 000031 Status ENROLLED
Study:Centre  209639v001: 209639 TestSiteUSA RandID 2008 Treatment Group D1 [VH3810109 IV infusion ]
Registration Date 28-Jul-2023 Enroll Date 28-Jul-2023

Month 5  Withdraw F eplace Container m
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Screen Failure / Withdrawal of a Subject

Select the reason and then click on Confirm.

RAMOS NG <> Study Documentation  Languegergih Y]

Subjects Supply Shipments

Welcome, Kevin CI

Study Code: 209639v001 > Centre: 209639_TestSiteUSA > Subject: 000017 Time Zone:UTC

SCREEN FAIL CONFIRM

Please confirm you wish to screen fail subject: 000017
Choose a reason

Screen Fail Subject

Orinputreason*

'WARNING! Subject will no longer be eligible to participate in the study.

nfirm Cancel

RAMOS NG w Study Documentation  Language: English | v/|

Home | Subje(tsl Supply | Shipments |Changeview

Welcome, Kevin Clear | Logout | Help

Study Code: 209639v001 > Centre: 209639_TestSiteUSA > Subject: 000031 Time Zone:UTC

CONFIRM WITHDRAW SUBJECT

Please confirm you wish to withdraw subject: 000031
Choose a reason

— Select Reasol
| Withdraw Subject

Orinput reason:*
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Replacing a Container
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Replacing a Container

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.

RAMOS NG <ZEB>»

Home I Subjects I Supply I Shipments | Change View

Study Documentation  Language: English |V

Welcome, Kevin Clear | Logout I Help

Study Code: 209639v001 > Centre: 209639_TestSiteUSA > Subject: 000031

Time Zone:UTC
SUBJECT

DETAIL | DATA | STRATA | DOSING FACTORS

Subject ID 000031 Status ENROLLED
Study : Centre ZOQEMM 209639 _TestSiteUSA Rand I] 2008 Treatment Group D1[VH3810109 IV infusion]
Registration Date 28-Nedaaa macalldate 28-ul-2023

Month 5 | Withdraw | Replace Container m

COMPLETED VISITS =~ REGENERATE REPORT

= e e == =

& Visit Screening - 28-ul-2023

& Visit Randomization - 28-jul-2023

& Visit Month 1 - 28-Jul-2023

@ visit Month 3- 28-Jul-2023

@ Visit Month 4-28-ul-2023
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Confirmation Reports

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.

RAMOS NG <EB>»

Home | Subjectsl Supply | Shipments |ChangeView

Study Documentation  Language: English .

Welcome, Kevin Clear I Logout | Help

Study Code:209639v001 > Centre: 209639_TestSiteUSA > Subject: 000031

SUBJECT
DETAIL | DATA | STRATA | DOSING FACTORS

SubjectID 000031 Status ENROLLED
Study : Centre 209639v001 : 209639 _TestSiteUSA Rand ID 2008 TragMent Group D1[VH3810109 IV infusion]

Registration Date 28-Jul-2023 Enroll Date 28-Jul-20,

m Withdraw Replace Container Do~

7,

COMPLETED VISITS REGENERATE REPORT
Visit Date Type

|<STUDY> - Site: <SITEM- Subject: <SUBJECTID> - Visit Confirmation
Screening 28-Jul-2023 Register Subject
Regenerate Repor'
A\ |

[<STUDY> - Site: <Sl - Subject: <SUBJECTID> - Visit Confirmation

Regenerate Report

|<STUDY? - Site: <SITE> - Subject: <SUBJECTID> - Visit Confirmation

Regenerate Report

‘<STUDY> - Site: <SITE> - Subject: <SUBJECTID> - Visit Confirmation

Regenerate Report

[<STUDY> - Site: <SITE> - Subject: <SUBJECTID> - Visit Confirmation

Regenerate Report

Randomization 28-Jul-2023 Enroll Subject

Month 1 28-Jul-2023 Dispense Drug

Month 3 28-Jul-2023 Dispense Drug

Month 4 28-jul-2023 Dispense Drug
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Confirmation Reports

A pdf formatted report will be displayed.

RAMOS NG <>

- Site: 209639_TestSiteUSA - Subject: 000031 - Visit

209639v001

Confirmation

Transaction Date: 28-Jul-2023 18:42:37 GMT

Study:
Study Centre:
Investigator:

Performed by:

209639v001
209639_TestSiteUSA
TestinvFN TestinvLN
kwc16755@gsk.com

Subject Status:
Register Date:
Visit:

Visit Description:

Subject 000031 Information
SCREENED

28-Jul-2023

Screening

Screening

Subject Data Details

Ethnicity (please refor to Hispanic / Latinx
RAMOS NG User Guide for

more details):
Race:

Sex (at study entry):

Black

Female
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GSK Clinical Support Helpdesk

* Available 24/7
« Toll free phone: http.//www.clinicalsupporthd.gsk.com/contact.ntml
« eMail: GSKClinicalSupportHD@gsk.com
« Information to provide to the GSK Clinical Support Helpdesk:
* Study Number - 209639
« Study is a RAMOS NG study
« Site Number
* |nvestigator 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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= | oginto 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.
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VH3810109A for Injection, 440mg/ vial:

VH3810100A for Injection, 440mg/Vvial 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

disclaimer place holder
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N6LS FOR IV ADMINISTRATION

NG6LS 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.

NELS dosing solutions may be stored at room temperature for up to 4 hours.
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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 NG6LS (80 mg/mL)
Required volume of reconstituted DP (mL) = Calculated dose (mg) + 8omg/mL ( concentration of IP)

Calculate the required number of lyophilized N6LS vials heeded 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 1V dosing solution (mL) = Dose (mg) + 250 mL (volume of 5% dextrose injection)
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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.
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« Reconstituted N6LS must be further diluted to 250 mL using an IV bag containing 5% dextrose.

« Froma 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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« 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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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/mlL, 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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« 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.
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SC ADMINISTRATION VIDEO nttps://vimeo.com/850628116/9a9a476f9f?share=copy
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