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Figure 2. Proportion of promising technologies that were evaluated in at least one published randomized controlled trial and at least
one published positive trial, by time since the index basic science publication. 1
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Randomized Phase Il against HER2 positive breast cancer
as neoadjuvant setting (Herceptin®) (April 2006 ~march 2009)
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Sample Size 100, Recruitment: 2Y, Total Time: 3Y Clin Breast Cancer. 2012 16
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Randomized phase Il study of neo-adjuvant chemotherapy and trastuzumab for operable breast cancer with overexpression of HER2
Norikazu Masuda'!, Masashi Ando?, Kenjiro Aog#®, Hiroyo Ino*, Hiroji iwata®, Yutaka Tokuda®, Seigo Nakamura’, Naohito Yamamoto® and Yasuhiro Fujiwara?
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1 lﬂOOsﬂzNiotﬂHosva OS&M?.WWCGHWTMJW 3. NHO Shikolu Cancer Center, Ehime,
Nagoya, Japan Kanagawa,

3. Aichi Cancer Center Hospital,

. Kanagawa, Japan;

Japan; 4. Kanagawa Cancer Center,
6. Tokai University School of Medicine, Japan; 7. Sthksitemmﬁl'bspﬂdelyomBClﬁaszleu Chiba, Japan.
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Original Study

Randomized Phase II Study of Primary Systemic
Chemotherapy and Trastuzumab for Operable
HER2 Positive Breast Cancer

. - 1.2 : 3 > oo i 2.5
Seigo Nakamura, = Masashi Ando,” Norikazu Masuda,” Kenjiro Aogi,
. § g pe .. el 7 X7 . 8 . y « .. 2. qP ‘3
Hiroyo Ino,” Hiroji Iwata,” Yutaka Tokuda,” Naohito Yamamoto,” Hiroi Kasai,

1>

Y . e 10 ¥4 .« 7Y R . . R - o ']
Masahiko Takeuchi,'” Hitoshi Tsuda,” Futoshi Akiyama,'' Masafumi Kurosumi,
y - o v
Yasuhiro Fujiwara

Abstract

Primary systemic therapy for patients with HER2' (human epidermal growth factor receptor 2 positive) bresst
cancer may be improved by adding trastuzumab to chemotherapy. This randomized phase Il trial compared
2 chemotherapy regimens comprising FEC (5-fluorouracil/epirubicin/cyclophosphamide), trastuzumab and
elther PH (paclitaxel) or DH (docetaxel) In 102 patients. FEC-PH and FEC-DH achleved high pathologic
complete response rates. Breast conserving surgery was possible in more patients in the paclitaxel arm.
Background: In primary systemnic therapy in patients with human epidermal growth factor receptor 2 positive
(HER2 ') breast cancer, improvements in pathologic complete response (pCR) rate have been achieved by admin-
istering trastuzumab. Patients and Methods: Patients with stage Il or IIA HER2' operable breast cancer were
ranclomly assigned 1o recetve four 3-weekly cycles of FEC (5-fluorowaclt 500 mg/m?, eplrubicin 100 mg/m®,
cyclophosphamide 500 mg/m®) followed by 4 cycles of 3-weekly trastuzumab (8 mgka week 1 and then & ma/kg)
with aither 12 weekly doses of paciitaxel 80 mg/m® (FEC-PH) or 4 cycles of 3-weekly docetaxet 75 mg/m* (FEC-DH),
Results: Batween March 2007 and June 2008, 102 patients wore enrolled. Forty-nine patients receiving FEC-PH and
47 receiving FEC-DH were assessable for efficacy and safaty. Eighty-four patients completed treatment and under-
wen! surgery. There was no significant difference in the pCR rate between the 2 groups (46.9% [95% CI, 33.7%-
80.6%) with FEC-PH vs, 22.6% [85% C1, 29.5%-56.8%| with FEC-DM; P = 67). Analysts by harmone receptor (MR)
status showed pCR rates of 54,2% (32/59) in HR * tumors and 29.7% (11/37) n HR' tumors (P « .02). Among HR
tumors, the pCR rates were 65.4% and 45.5% in patients treated with FEC-PH and FEC-DH, respactively (P = .13).
Conclusions: There was no signficant diference in pCR rate betwean FEC-PH and FEC-DH, Both regimens achieved
higher pCR rates in HR ~ than HR * breast cancer, and there was a trend toward higher pCR in HR ~ tumors with FEC-PH
compared with FEC-DH. Further investigation is warmanted to explore the relaticnship between efficacy and HR status

Cinical Breast Cancer, Vaol, 12, No. 1, 49-56 © 2012 Elsevier Inc. All nghts resenved
Keywords: Breast cancer, HERZ, Prnmary systamic therapy, Trashzumab
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Guidance for Industry
Pathologic Complete Response in
Neoadjuvant Treatment of High-Risk
Early-Stage Breast Cancer: Use as an
Endpoint to Support Accelerated
Approval

DRAFT GUIDANCE
This guidance document is being distributed for comment purposes only,

withun 60 '!-'." of

eister of the notice anpouncing the availabality of the drafi

s regarding this draft document should be submirned
publication i the {
yuidance. Submit electronic comime
to the Daviston of Dock

www regalations.gov, Suboat wiitier

nl {HEA-30S5), Food and Drug Admmstrabon
me, e 1061, Reckvalle. MD 208520 All comments should be identitied with
the docket pumber Hsted o the potoe of avalabality th I||I|Xl-|Llh;ln:k'ufﬁ.r“uf

N

SO « Minay

Foe questions regarding this draft docament centact Tatiana Prowell, M.D. ar 301-796-2330

LS. Department of Henlth and Huoman Services
Food and Drug Administration
Coenter for Drug Evaluation and Research (CDER)

May 2012
Clinkcab/ Moedical

5 0] B OYFIERICIES
M3 REED

Pathological Complete Response and Accelerated Drug
Approval in Early Breast Cancer

Tatana M. Prowell, M.D.,

1438

N Tew drugs for "r'ur cancer

proved first for p
atic di
ling opt

ment. Appr

al for an adu-
vant mdication occurs vears lat-
er, after large, randomized trials
with prolonged follow-up have
been condwted in patenss with

$ {07 systemic

and Richard Pazdur, M.D

early-stage disease. Recently, neo-
adravane trials have introduced
new drugs preoperatively in pa-
tients with jocalized breast can-
cer. Such treatment aims to ren-
der locally advanced cancers
perable, faciiitate breast-con-
serving surgery, and ultimarely
improve survival, The rate of

pathotogical complete response

— absence of residual invasive

cancer on pathological evalua-
tion of resecred breast specin
and lymph mixdes after preopers-

tive therapy — has been used as
the primary end point in many
neoadjuvant trials,

Promising investigationa! drugs
should be incorpor: uu! 1o stan-
dard treatment for early-stage

N Engl J Med June 28, 2012
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PertuzumablCiiial{EEEiEOnBENIN&K:R %
Accelerated approval 5z 1=

FDA Approves Neoadjuvant Pertuzumab for Early:

Stage Breast Cancer

By The ASCO Post
Posted: 9/30/2013 3:16:14 PM
Last Updated: 9/30/2013 3:16:14 PM

The U.S. Food and Drug Administration
Key Points: (FDA) today granted accelerated approval
to pertuzumab (Perjeta) in combination with
trastuzumab (Herceptin) and docetaxel for
patients with early-stage breast cancer in
the neoadjuvant setting. Pertuzumab is the
first FDA-approved drug for the = "
neoadjuvant treatment of breast cancer.

80

- The FDA approved
pertuzumab in combination
with trastuzumab and
docetaxel for the neoadjuvant
treatment of patients with

HER2-positive, locally THE ASCO POST

advanced, inflammatory, or Pertuzumab was approved in 2012 for the iPAD APP

early-stage breast cancer Who  reatment of patients with advanced or late- DOWNLGAD
are at high risk for recurrence,  stage HER2-positive breast cancer.
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Qg Q oo
e
N CYP 2D6, 2B6, 2C9, - SULTs and/or UGTs?
Q 2C19, 3A Q [ >

_ OH
Tamoxifen (TAM) 4-hydroxyTAM  E 141X 514

CYP3A CYP3A

{ Or° % [cypape h
— [ Q S[ULTsa d/or U:G>Ts?

N-desmethylTAM . =
Endoxifen  JETE Y
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CYP2D6

- BT EX Y 702 B REWIZT S

- NAXFEF(NXVJL) THESNS

- BEXIIIVDFRECYP2D6DBIEFZH
DREARIIHARITI-{SABEHN TS,
faom (XA xR FRETEMCREORRE)

- NBECECEGFZEEONI—VIZELRHD

*Flockhart CPT 2006, Lim JCO 2007, Newman CCR 2008, Kiyotani Can Sci 2008, Okishiro Cancer 2009,
Toyama JJCO 2009, Schroth JAMA 2009, Rae JNCI 2012, Regan JNCI 2012, Dezentje BCRT 2013. 16



GEBFATIFCYP2D R InFBENERM ?
- EROZM2ERBVAENRGS

. CYP2D6%3, *4, *5: EMERIBER
- CYP2D6%10: EMIETZER
- BA
- 60-70% DEBESAITERLL (wt/wt)
- FENDZUVER (valiant: V) (X *4 T12-21%
- BERAN (7ZO7)
- 30-40% MDBEHSATEITHNERLL (wt/wt)
- SBEDZ VTR (valiant: V) (X #10 THI50%

Courtesy of Dr. Imamura C (Keio Univ.) 37




TARGET-1 Study

5 CYP2DEEIETFRICE DI EEREDHEHM A S AT BERKRITEE
OB E

[#w%VEEW%ﬁﬁk BERANAICTTEIXEXFS 7 2 VBEICHET ]

FILE VIGIEETT - BBIEIE

XFEX 7y 20mg 2:BRERE

CYP2D6 Bz FERE

B 1 ) &

2

rlh)#H]

Z >R LB LT

REXFT7 TV REXT7 TV
20mg 40mg

REFAPFTH-7. FEFT 72 DIRECYP2D6DELEF LR DEK
ARSI BHER 38

XEXFVT7 TV

20mg
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A B
Pw 0002 F= 0003

pesom ey FIG 3. The steady-state serum trough
= el I concentrations of (A) Z-endoxifen
g gm| - 23 0] : (END) and (B) the sum of END and Z-
gm0 ng 200 I 4-hydroxytamoxifen (4-OH TAM). 1D,
ofm | Se - ’ increased dose; RD, regular dose; wt,
S © 100 £ =2 1004 :
Frla B4 e e o

o RD arm ID arm wtiwt . RD arm D arm wtiwt

PFS rate at 6 months (95% Cl)
— |D arm {40 mg daily) 67.6% (56.5% to 78.8%)
- RD arm (20 mg daily) 66.7% (55.0% to 78.3%)

HEBRERIT 190 1

Journal of Clinical Oncology
(EREDOMTOv—FIL)
fut:-] 20 -

J Clin Oncol 38: 558-566,

Hazard ratio, 0.75 (95% Cl, 0.50 to 1.14)

PFS (%)

Time (months)

201 9 (Feb 20) No. at risk:
ID arm 69 42 28 17 8 5 1 0
RD arm 63 39 26 17 9 2 0 0

FIG 2. The Kaplan-Meier estimate of progression-free survival (PFS) in

. . 42
randomized arms. |D, increased dose; RD, regular dose.



Editorial 3 clin oncol Feb 20, 2019

- CYP2D6 Genotype-Guided Tamoxifen Dosing in
- Hormone Receptor-Positive Metastatic Breast

- Cancer (TARGET-1): A Randomized, Open-Label,
= Phase |l Study

Ward Tommarn, MO PO Chigo K brguann, P07, Tosh bl Takars, MO Shugvhas S, VD, PRO% Tabohary Yassmusa, PN
Man Yormmon, MO, PeD; Mestte Tabafunbi, MD. MO%; Jenp Teanutars, ND, PSD7 % Redi Madvreina, NO. P

Hassvhe Sate, MO, PY0™; Abes Btrs, MO Navte 1, Usws, MO, PSDY) Dasel Mnteods, O™ Niciuak Nabe, MO, M0
Yauubdo Pigwars, MO, PAD’, s Yiruks Tanigenans, PHO°

=~ PURMISE In peserm laving tamanfen, the CYP206 gerotype causes different sapmure of nctree mesabol e
nperrinbe, m rier, phase N stody ‘sas 0 prospectresly

TRRACH Yse 51 6 oncalis

CONCLUSION In patiants wilf
rabu ot & months. The CYFP2D

# Che Dacal 26558 300 © 7019 by Aswican Saciy of Ciaical Oecalogy

= Pharmacogenomics and Endocrine Therapy in

- Breast Cancer

~ Daniel F. Hayes, MD' and James M. Rae, PhD*

In 1896, Sir George Beatson reported that removal of
the ovaries from three young women with lecally ad
vanced breast cancer resulted in substantial tumor
shrinkage.’ Beatson's report set the stage for what is
arguably the anbcancer treatment with the most m

enzyme, CYP2D6. Pharmaccogeneticisis have long
recognized the variable metabolism of several drugs
based on CYP2D6 genotypes, which separate patients
into four metabalic phenotypes: poor, intermediate,
extensive, and ultrarapd ™ Nearly 20 years ago, the

“The prospective nature of
the Tamura et al study
provides more high-level
evidence that CP2D6
status does not affect the
efficacy of tamoxifen in
patients with ER-positive
breast cancer.”
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Accelerating clinical trials: time to turn words into action

As countries began to navigate a post-pandemic world
and haalth systems struggle to deal with the burden of
diseasa affecting the populations they serve, high-quality
randomised dinical trials are more essential than ever
to ensure that the limited resources available are used
maost efficiently to delver effectrve health interventions.
Randomised dinical trials provide a sound method to
understand whether, how well, and for whom health
Interventions are effective. The evidence such trials
generate informs regulatory licensing, health-care policy,
and individual clinical care

The COVID-19 pandemic highlighted the challenge
Some so-called treatments were widely deployed
amed much hype and many small, low-quality trials
were started.! Meanwhile, a few large randomised
trials succeeded in delivering results for vaccines and

Www thedanont com Vol 802 puly 15,2023

@®

Putdntad Oréne

treatments that saved many lives worklwide.™ For
example, the RECOVERY trial assessed the effects of

w028

tpach

with severe COVID-19" This trial was establshed at
specd, designed to be practical and accessible for patients
and health care staff (making it a component of clinical
care), and made good use of 3 wide range of routinely
cofiected health-care data’ This practical example of
randomisation in the real wodd produced evidence that
was directly relevant to that same real world, As senior
US Food and Drug Administration (FDA) officials noted
“streamlining and quality are not opposed™

But the need for efficent randonwsed trals s
not confined to the urgency of a pandemsc’ A UK
Government-commussioned  report  on  commercial
triaks in the UK by Lord James O°Shaughnessy published

Lancet July 15, 2023

=y'10 )00 &

muitiple generic, repurposed, and new drugs for patients e wImm
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2023/12/31 14:03 About Workshop | vailworkshop.org

An ASCO/AACR Workshop on

Methods in Clinical
Cancer Research

July 23-29, 2022 | La Jolla, CA

= SCO AMERICAN SOCIETY CF AAG_R American Association
3 A CUMICAL ONCDLOGY for Cancer Research

‘ Primary Menu

Comments from Past Workshop

About Workshop Purticpmnti
| ' ERME
An intensive workshop (n the essentials of effective clinical trial d \ b
interventions in the treatment of cancer for clinical fellow and jur
researchers in all oncology subspecialties, including radiation ant
and radiology. Affectionately known as the “Vail" Workshop due i F I I E % % 7 5 %
CO, the 2024 Workshop will be in a new location! The 2024 Worl e OW E
sunny La Jolla, California. The new location represents a less trav

than prior years, while still offering attendees an inviting space t! l . F It 2 5
distractions to promote a productive working environment. u n I o r ac u y

N
AACR/ASCO Methods in Clinical Cancer Researc b‘% m éhé

JU'y 28-AU9 ust 3, 2024 wllaboration, mentorship and friendship that i
Hilton La Jolla Torrev Pines Resort have created will be cherished for the rest of
y my career!."

La Jolla, California
"The conference was spectacular!! | learned a
tremendous amount about clinical trial design,

PO T TINERRIY - 5F KT S SR Ty 1N

https://vailworkshop.org/ 31
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ZAka—)LEIC (Informed Consent) X EFX TERKT S

MONDAY, JULY 24 FRIDAY, JULY 28

Breakfast

7:00 am-8.00 am
Protocol Development Group Session 6

Lecture Session 1 11:200 am-1:00 pm

Session Chair: Julie M. Vose, University of Nebraska Medical Center, Omaha, Nebraska

8:00 am-10:00 am Lunch (Boxed)

1:00 pm-1:30 pm
o Clinical Trial Design: Asking Important Questions that Impact Our Patients
Julie M. Vose, University of Nebraska Medical Center, Omaha, Nebraska
s Answering Important Questions: From Hypothesis to Analysis

Administration of Post-test
1:30 pm-2:30 pm

Thomas M. Braun, University of Michigan Comprehensive Cancer Center, Ann
Arbor, Michigan

e Phase | Trial Questions
Manuel Hidalgo, Weill Cornell Medicine, New York Presbyterian Hospital, New
York, Mew York

o Phase | Trial Designs
Molan A. Wages, Virginia Commonwealth University Massey Cancer Center,

Independent Study Time
2:30 pm-T:00 pm

ASSIGNMENT DUE: FINAL PROTOCOLS, INFORMED CONSENT FORMS, and ALL
WORKSHOP EVALUATIONS

7:00 pm

Richmaond, Virginia

Closing Reception / Banquet / Dance

Questions / Panel Discussion 7:00 pm-11:00 pm

Break
10:00 am-10:20 am

BIZIE, 2023 THREDT—VavTDTATSLIE LR
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Medical Oncology Blueprint ‘bfﬁﬂ%ﬂjé

Certification Examination (CERT)

Medical Content Category ~% of EXaTmT
Anticancer Therapeutics, Clinical Research Methodology, and Ethics 9.5%
Palliative Care, Survivorship, and Communication 11%
Genetics, Genomics, and Tumor Biclogy 2%
Hematologic Neoplasms 14%
Thoracic Cancer 11%
Breast Cancer 13%
Genitourinary Cancer 12%
Gynecologic Cancer 1%
Gastrointestinal Cancer 13.5%
Skin Cancer, Sarcomas, and Unknown Primary Site 6%
Head, Neck, Thyroid, and Central Nervous System Malignancies 1%
100%

https://www.abim.org/certification/exam-information/medical-oncology 53
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202251 H ~ EU Accelerating Clinical Trials in the EU

An official webste of the Europsan Unlon  How do you know? v

Accelerating Clinical Trials in the EU

Our work v Newsroom

Better, faster, optimised clinical trials

Impraving the clinical trials environment in the European Union through harmonisation

innovation and collaboration with stakeholders

Our purpose

The Accelerating Clinical Trials in the European Unson (ACT EU) initiative
Wil support smarter chinlcad trials through regulatory, technological and
process Innovatian

Our vision 18 10 transform the EU info a region thal supports clinical trial
development and enables collaboration and innovation ot ol stages of

the clinical research Macycle

Seamless coordination among stakeholdars, requistors and athics

https://accelerating-clinical-trials.europa.eu/index_en
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Pubbshad 13 July 2023

Clinical trials are a critical component of R&D to
establish evidence-based practice and deliver benefits
to patients. Access to a diverse pool of patients with
the ability to conduct trials at pace and scale
improves the quality and quantity of research output.

Contents

https://www.gov.uk/government/publications/life-sciences-sector-data-2023/life-sciences-competitiveness-indicators-2023
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Organlzatlon

SEVENTY-FIFTH WORLD HEALTH ASSEMBLY WHA75.8
Agenda item 16.2 27 May 2022

Strengthening clinical trials' to provide high-quality
evidence on health interventions and to improve
research quality and coordination

Strengthening clinical trisfs to provide high-gualtty evidence on health interventions|
reanarch quality and coordination e Seventy-fifth World Health Assembly.

TR Eaton 3 Bhe 1RGSR 0N ciic Tiue WHA TE8

Recallmg resolutions WHASE 34 (2005) acknowledgzing that lngh-guality, ethical research and
the generation and apphication of knowledge are cntical m achieving mtemationally agreed
Iealth-related development goals, WHAG63.21 (2010) outlinmg WHO's role and responsibilities m
Iealth research, WHAG6.22 (2013) and WHAG9.23 (2016) on the follow-up of the report of the
Consultative Expert Working Group on Research and Development: Fuuncing and Coordination,
WHAG7.20 (2014) on regulatory system strengthenng for medical products, WHAG7 23 (2014) on

https://www.who.int/our-work/science-division/research-for-health/implementation-

of-the-resolution-on-clinical-trials 67
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£7285% World Health
\“\a}‘%f Organization

J-GRY,

/ﬁ‘ Health Topics v Countries v Newsroom v Emergencies v About WHO v

Home / News / First WHO Global Clinical Trials Forum puts forward a global vision for sustainable clinical research infrastructure

First WHO Global Clinical Trials
Forum puts forward a global
vision for sustainable clinical
research infrastructure

B4, ZSn

) Novernber 2023 | Departmerntal news | Reading time: 2 min (466 words) Related

List of participants >

https://www.who.int/news/item/29-11-2023-first-who-global-clinical-trials-forum-puts- 68
forward-a-global-vision-for-sustainable-clinical-research-infrastructure
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19974 K [ENIH Director’s Panel on Clinical Research

Fxscutive Summeey~NTH Drecter's Fanel on Cinical Reseerch Repont 1297

L EXECUTIVE SUMMARY

1. Charge to the NIH Director's Panel on Clinical Research

In the spring of 1995, Dr. Harold Varmus. the Director of the National Institutes of Health (NIH),
convened the NIH Director's Panel on Chinical R h (CRP), d of phy=icians from
acadenua and industry, ' "to review the status of clinical research in the United States and to make
recommendations to the Advisory Committee to the Duector, NIH zbout how to ensure its effective
contirmance.” Topics for the Panel to consider included, but were not lmited to:

o Fi & of clinical W
. RnlesofﬂnGenemlClmmalRﬁethenm-(GCRCs)mdtheMHChmalCem(CC)
« Recruitment and trai of future clnical

o Conduct of climical tals. and
« Peer review of chimeal research.

Dr. Varmus challenged the Panel with three important questions: Who 1= going to do clinical research
and how are these indnaduals to be properly tramed? Where wall ok 1 h be conducted?
How will clinical research be funded?

2. The Panel's Definition of Clinical R b

Ealy m 1tz deliberations the Panel realized the importance of reach: ka
definition of "climcal "forallnstaskspancuhrlyfortrkagmdm;ﬁmdmg
activaties. The Panel's thres-part defimition 15:

(3) Patient-onented h R h condh mﬂ:hummsub)ects(ormmatenzl
oﬂnnnanongm'uchasnsmz 1 and ¢ b ) for which an
(or coll ) directl i.unncsmﬂ:hmansnbyem Thas area of research

meludes:

o Mechamams of bhuman diseaze

« Therapeutic mterventions

o Clinzcal tals.

« Development of new technologes

() Epidemiologic and behavioral studies

(c) Outcomes research and health serices research.

Excluded from thus defimts mmvnm’tudmsthatunhzzlnnnznmmbmdomdea]d;mcﬂv

) with patients. In other words, 1 or patient-onented his 'h m whach 1t 15 necessary
tHAR#t : Oxford Univ Pr (1992/3/11) to know the identity of the patients from whom the cellsor tissues under study are derived. Therefore
fundms for h that 15 d with examining patients has baen the area of concem for the
gna X 1992/3/11 Panel and 1ts subcommittees, not funding for basic studies. However, mixed zyant applications, a5 m
3. titp www i govinewsap/ S Teeportisxoossn bm (1 v 27)10.11.2006 11.09:3%
B . R
ISBN-10 : 0195051564 https://grants.nih.gov/grants/NIH_Directors_Panel_Clinical_Research_Report_199712.pdf

ISBN-13 : 978-0195051568 11



Special Communication e ————

JAMA 280: 1427-1431, 1998 (Oct 28)
Clinical Research

Perceptions, Reality, and Proposed Solutions

David G. Nathan, MD:; for the National Institutes of Health Director’s Panel on Clinical Research

Context.—The proportion of investigators applying for clinical research grants  cuss the unfinished business that must
from the National Institutes of Health (NIH) who are physicians has declined from  be addressed if clinical research is to
40% 30 years ago to 25% today. flourish in academic medicine.

— PhDs @ PhDs |
— MDs = MDs |
40 L 16 000 » ,
Table 1.—Three-Year Change in First-Time Applicants*
R c:"; S et i i e ST G ATARIS T A e TAT A
g - 12000 % Year MD PhD MD/PhD
p g 1994 838 2572 195
g 201 -8000  § 1995 687 2652 164
3 ) 1996 589 2416 163
e % Change from base ~ -30 -6 -16
[arrri i s e A s B S Pt = A S
*Data are the number of first-time applicants for Na-
0- —+ 0 tional Institutes of Health grants from the national pool of
Wi JB TR TR I TR physicians, PhDs, and MD/PhDs from 1994-1996.

Figure 1.—National Institutes of Health competing research project applications
and success rates by degree, fiscal years 1972-1996. Data are courtesy of
Wendy Baldwin, PhD, and Belinda Seto, PhD. 718



UK CTU (Clinical Trial Unit) Network

Home Contact Us Member Login

Register

Welcome to the UKCRC
Registered CTU Network

We are a network of academic clinical trials units (CTUs) who have
been assessed by an international panel of experts in clinical trials
research, This site Is the authoritative web resource for information
about the UKCRC Registered Clinical Trials Units.

Members Login

Username:

Password

https://ukcrc-ctu.org.uk/about-us/

19




KE NCATS/NIH
CTSA (Clinical and Translational Science Awards) P rogram

4 U.S. Department of Health & Human Servicss ST National institutes of Heaith

National Center Research Funding Resources For You News & Events
for Advancing
Translational Sciences About NCATS

Home > Research > Research Activities » Clinical and Translational Sclence Awards [CTSA) Program

| 2
Clinical and Translational Science -

Awards (CTSA) Program 20224 (FY)
We support translational research and fostering collaborations among 6 3 0) X% Eﬁ% ﬁ "

academic institutions that will improve the efficiency, quality and impact of the E Fai $ 606M ( 8481= )

process for improving human health, 1 }“)l/ 140H -cgllill

ERA

CTSA Program Applicant Information CTSA Program Guidelines CYSA Program Projects & Initiatives CTEA Program In Action

About the CTSA Program

Under NCATS' leadership, the Chnical and Translational Science Awards (CTSA) Program supports a national v

https://ncats.nih.gov/research/research-activities/ctsa 80
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