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Statistics and
data management
services for
clinical trials

® Established data management and
statistical support from experts in clinical trials

® Flexible, efficient, and high quality service
® |CH and CDISC-compliant deliverables

For all enquiries, please contact:

Hammersmith
Medicines Research

Phone: 020 8961 4130

Email: tmitchell@hmrliondon.com www.hmriondon.com

Toni Mitchell
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First class clinical trials service

We provide efficient, high quality data
management and statistical support for early
phase clinical trials. Our experienced data
managers, SAS programmers and statisticians
have worked closely with our experts in clinical
pharmacology on hundreds of clinical trials.

We offer:
e High data quality, integrity and security

o Flexibility:

> bespoke service, with data accessibility to
meet your needs

» rapid provision of interim data to support
dose decisions

00020001001

» agile response to protocol amendments L

e Seamless flow of data and open
communication, to ensure that we meet your
timelines

e Full integration with our clinical and medical
writing services

e  Support for external studies

Clinical data management

e Paper-based or electronic data management

¢ Rapid CRF/eCRF design and development,
based on CDASH

e CRF annotation based on SDTM
e Database design and build

¢ Comprehensive database checks — specified,
programmed and tested

e Full data processing, including double data
entry for paper CRFs

e Query management

. . SDTM - Define.xml
e Medical coding / /Z / /
e Reconciliation of safety data

e Transfer and reconciliation of laboratory and / ADaM /
external vendor data

e CDISC-compliant deliverables, including
SDTM and Define / Ta';ﬁissrtfiinz:sfes /
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Clinical statistics )

DRUG A DRUG B DRUG C PLACEBO ~Total

(N=57) (N=65) (N=16) (N=62) (N=200)  P-values
calculations and statistical methods b8 T OEE W Y W
. . . . . Sex (%) 57 65 16 62 200
e Randomisation, including customised, secure - B ORE® YW @ oWy o
emergency unblinding envelopes Twwormane Yo oo S0 tw am
BLACK/AFRICAN AMERICAN 4 (7) 12 (18) 1(6) 8(13) 25 (13)
e Statistical analysis plan, including output shells fen GG W@ hee s
Ethnicity (%) 57 65 16 62 200
. R R R . . HISPANIC/LATINO 5(9) 7 (11) 2(13) 1(2) 15 (8) 0.186
e Interim analysis, including rapid analysis of PK im0 et —
and PD data to support dose decisions
e SAS programs verified by independent e : _—
programmlng é:? - disom -‘l &%?»wnyz‘ 1 X0@ :
e |CH compatible compliant tables, figures and
listings
e Statistical review of the clinical study report
e Expert statistical advice
Pharmacokinetics 4

e Derivation of interim and final parameters

e Statistical analysis of parameters, including
accumulation, bioequivalence and dose
proportionality

Systems

e We use the following validated, 21 CFR
part 11-compliant systems:

» Medrio

» ClinPlus Frumionin -loix]
File Edt Data Chat Model Toos PKS Window Help
> SAS D- SRS f DM 2 5 ls R a0 o | D w7 %
]
» WinNonlin T _
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Quality assured i
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e GCP compliant _S ‘ T
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e Stringent quality control I Time
e Independent quality assurance — S T

e |SO 9001-certified
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Hammersmith Medicines Research
Cumberland Avenue

London NW10 7TEW
www.hmrliondon.com

For all enquiries, please contact:
Toni Mitchell

Phone: 020 8961 4130
Email: tmitchell@hmrilondon.com
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