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&
l‘ GOOD CLINICAL PRACTICE (GCP) E6(R3)

2. INVESTIGATOR
2.1 Qualifications and Training

2.1.1 The nvestigator(s) should be qualified by education, training

and experience to assume responsibility for the proper conduct of the
trial and should provide evidence of such qualifications.

2.7 Participant Medical Care and Safety Reporting
2.7.1 Medical Care of Trial Participants

(a) qualified physician or, where appropriate, a qualified dentist (or
other qualified healthcare professionals in accordance with local
regulatory requirements) who 1s an mvestigator or a sub-investigator
for the trial should have the overall responsibility for trial-related
medical care and decisions.

Draft version Endorsed on 19 May 2023

Currently under public consultation
opyright © 2018 National Center of Neurology and Psychiatry (NCNP) 14
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Q) Z%50 RECOVERY trial

The NEW ENGLAND JOURNAL of MEDICINE

univeRsITY oF
OXFORD

‘ ORIGINAL ARTICLE

Dexamethasone in Hospitalized Patients
with Covid-19 — Preliminary Report

The RECOVERY Collaborative Group* https://www.recoverytrial.net/news/the-recovery-
trial-is-two-years-old-today
sLBREE: Dexamethasone
T NEW ENGLAND EEARIAS >4 LML BRER

JOURNAL Of MEDICINE é?@séggb%é?ﬂsmi)ﬁﬁ University of Oxford

HARE: [NHARE
ESTABLISHED N 1812 FEBRUARY 25, 2021 YOL 364 NO.3 S LMMEICEHST=EEEH: 6 ,425
(11,303U0)L— )
RIEERKE: 2E NHSEZT 1765%b:
Desamethasone in Hospitalized Patients with Covid-19 ~ FPI: 2020£E3 R 19H (3 1= )

BwRUU—X: 20205F6H16H
Tre ECOVERY Colbotve G RECZXVERY

Randomised Evaluation of COVID-19 Therapy
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RECOVERY trial protocol

RECXSVERY

Randomised Evaluation of COVID-19 Therapy

RANDOMISED EVALUATION OF COVID-19 THERAPY (RECOVERY)

Background: In early 2020, as this protocol was being developed, there were no approved
treatments for COVID-19, a disease induced by the novel coronavirus SARS-CoV-2 that
emerged in China in late 2019. The UK New and Emerging Respiratory Virus Threats
Advisory Group (NERVTAG) advised that several possible treatments should be evaluated,
including Lopinavir-Ritonavir, low-dose corticosteroids, and Hydroxychloroquine (which has
now been done). A World Health Organization (WHO) expert group issued broadly similar
advice. These groups also advised that other treatments would soon emerge that require
evaluation. In addition, due to lack of community transmission due to COVID-19 control
measures, a more severe influenza season is expected when these ease.

Eligibility and randomisation: This protocol describes a randomised trial among patients
hospitalised for COVID-19 and/or influenza. (Treatments for influenza are only being
assessed in the UK.) Eligible patients are randomly allocated between one or more
treatment arms, each to be given in addition to the usual standard of care in the participating
hospital. The study is dynamic, and treatments are added and removed as results and
suitable treatments become available. The randomised treatment comparisons in this
version of the protocol (which should be checked and confirmed as the current version) are
shown in Table 1. For patients for whom not all the trial arms are appropriate or at locations
where not all are available, randomisation will be between fewer arms..

Condition | Randomised comparisons, UK Other countries
each vs. usual care alone
COVID-19 | High-dose v v
corticosteroids (age 218 years (age 218 years
requiring ventilatory | requiring ventilatory
support)?® support)2®
Empagliflozin v v
(age 218 years) (age 218 years)
Sotrovimab v x
(age 212 years)
Molnupiravir v v
(age 218 years) (age 218 years)
Paxlovid v x
(age 218 years)
Influenza Baloxavir v x
(age 212 years)
Oseltamivir v x
(any age)
Low-dose v x
corticosteroids (any age with
hypoxia)°®
a without suspected or confirmed influenza infection; ® non-invasive ventilation, invasive
mechanical ventilation or extra-corporeal membranous oxygenation (ECMO); ©without
suspected or confirmed SARS-CoV-2 infection. Information on completed arms is available
in Section 7.

Table 1: Current comparisons
In a partial factorial design, participants may be entered into one or more randomised
comparisons of active treatment plus usual care vs. usual care alone, simultaneously. This
allows the effects of one treatment to be assessed in the presence or absence of another
Page 1 of 42
ISRCTN50189673
EudraCT 2020-001113-21

RECOVERY [V25.0 2022-05-23]

Data to be recorded: « ¢+ « ¢ ¢« o ¢ .« &
Suspected Unexpected Serious Adverse
Reactions (SUSARSs) to one of the study
medications (e.g., Stevens-Johnson
syndrome, anaphylaxis, aplastic anaemia) will
be collected and reported in an expedited
fashion. Other adverse events will not be
recorded but may be available through
linkage to medical databases.

4.3 Recording other Adverse Events

In addition to recording Suspected Serious
Adverse Reactions (see section 4.1),
information will be collected on all deaths
and efforts will be made to ascertain the
underlying cause. Other serious or non-

serious adverse events will not be recorded

unless specified in section 2.7. =+ - « « - -
20
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Making trials part of good clinical care:
s lessons from the RECOVERY trial

Authors: Guilherme Pessoa-Amorim,A* Mark CampbeII,B* Lucy FIetcher,C Peter Horby,D Martin Lc:lndray,E

Marion Mafham® and Richard Haynes®

Pragmatic approach based on quality-by-design principles.

« T—HIEICEALTI(E, BER/NE
- ERBHEE  Fin. APk, REDH
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Future Healthcare Journal 2021 Vol 8, No 2: e243-50
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Pragmatica Lung Study(S2302)
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S2302 Pragmatica-Lung

A Prospective Randomized Study of D

Ramucirumab (NSC 749128) plus Pembrolizumab (MK-3475; NSC 776864) "

Versus Standard of Care

for Participants Previously Treated with Immunotherapy for Stage IV or Recurrent NSCLC

Chair: Karen Reckamp, MD; Co-chair: Konstantin Dragnev, MD (Alliance)
Statistical Chair: Mary Redman, PhD

Co-statisticians: Jieling Miao, MS, James Moon, MS Study Champion(s): Wade lams, MD (ECOG)

Lung community engagement subcommittee representative: Daniel Carrizosa, MD, MS

This is an FDA Registration Trial.




Q) Pragmatica Lung Study(S2302)

m) NATIONAL CANCER
INSTITUTE
I ==

Home > Cancer Types > Lung Cancer > Research Advances > Pragmatica-Lung Cancer Treatment Trial = =

Pragmatica—Lung Cancer Treatment Trial

wWhat is the Pragmatica—Lung cancer trial?

Pragmatica-Lung is a phase 3 clinical trial for people with non-small
cell lung cancer that has spread beyond the lungs (stage 4 cancer. )
People in the trial will be assigned by chance (randomly) to receive
either standard chemotherapy or a combination of the drugs
ramucirumab (Cyram=za) and pembrolizumab (Keytruda). These
drugs have already been approved by the Food and Drug
Administration (FDA) to treat certain types of cancer, including
some types of lung cancer. Ramucirumab is a targeted drug that
works by preventing new blood vessels from growing, and
pembrolizumab is an immunotherapy that helps the body’'s Credit: iStock
immune system attack the cancer.

« The trial designers also cut out many of the extra tests, data collections,
and secondary study goals that are often included in clinical trials.

« Therefore, the only side effects data trial investigators will collect is
information on severe side effects from the two-drug combination.

« This trial is part of a broader effort by NCI and FDA to modernize
clinical trials. The hope is that this type of simplified trial can be less
burdensome to patients and investigators and serve as a model for
future cancer clinical trials.

https://www.cancer.gov/types/lung/research/pragmatica-lung-cancer-trial
Copyright © 2018 National Center of Neurology and Psychiatry (NCNP) 24
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