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human health by generating rigorous, evidence-based research
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Support for academic researchers

;ﬁ;q How researchers can benefit from IQVIA data

Through collaboration with the IQVIA Institute,
researchers have access to a broad range of
proprietary databases and tools to support
independent research, discovery work, and
requirement development for future funded studies.

‘«Ys' Collaborating with the IQVIA Institute

Researchers interested in collaborating with the IQVIA
Institute on specific research studies should contact
us at info@iqviainstitute.org.

Detailed information is available on our web site at
Igviainstitute.org under Research Support.

IQVIA data assets frequently used in academic research

Formulary Impact Analyzer: Pharmacy claims with insight into paid, rejected
or reversed adjudication status.

Longitudinal Prescription Claims (LRx): Prescription claims from retail, mail
and long-term care pharmacies.

Medical and Institutional Claims (Dx and Hx): Unadjudicated office and
institutional medical claims.

MIDAS: Global pharmaceutical sales at a country and therapeutic level.

National Prescription Audit (NPA): Nationally projected prescription volume
from retail, mail and long-term care pharmacies.

National Sales Perspectives (NSP): Nationally projected ship-to transaction
volume and revenue to all retail and non-retail entities.

OneKey: Comprehensive healthcare organizational and professional affiliation
data.

Pharmetrics Plus for Academics: Longitudinal health plan data for
adjudicated claims.
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Pathways and Priorities for High Impact Health Research
IQVIA Research Forum 2022
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Elevating the value to patients
of academic health research



Panelists

Christian Reich, MD
Professor of the Practice, Visiting Scientist, OHDSI
The Roux Institute, Northeastern University

Joseph (Joe) Ross, MD, MHS
Co-founder
MedRxiv

Moderator: Murray Aitken, Executive Director, IQVIA Institute
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How Do We Determine Whether Academic Research Brings Value
to Patients?

Research Endpoints Outcomes Decision-making Actions
d esl g n Are the defined clinical Are the outcomes of the study Which shared decisions Which actionable clinical
. endpoints of the study meaningful and relevant to between patient and steps does the research
Isaﬂqeen,::,f ?;32 m;[%nr:?sg&! et?l relevant to patients? Have the patients? Is the focus of the physician are likely to be result point to?
F; nvolve d in the S esian of the relevant patients been research on process, considered based on the
research proi e%:t” consulted for their organization or patient research results?
project: perspective and experience? outcomes?

Which stakeholders have
interest in which endpoints?
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Volume of Health Research Growing Rapidly Year over Year
PubMed Annual Rate of Published “Studies” 1970 - 2022

Studies 15,020,024 results
1,000,000

900,000

800,000

700,000

600,000

500,000

400,000

300,000

200,000

T
0....||||||III||||||

\Q’Q;l/ & o \q% 090 \ S qu ,\q@% (1900 q,QQ‘b (190% 3 3 D ©

cb
,\q '9 \°> '9 '9 D

= IQVIA

Source: PubMed, October 3, 2022 INSTITUTE



Higher Growth Areas of Research are Reflecting Current Issues
Publications in 2022 Indexed to 2012 Total Publication Share by Thematic Area
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Medical Research Tends to Focus More on Processes than
Qutcomes

Influenced new or revised guideline
Informed change in policy
CUENN SHECHL O TG O pusion An analysis of the impacts described in
Informed new service model 162 case studies submitted from
Improved morbidity community-based health sciences as
Economic benefit to public sector part of the 2014 Research Excellence
Reduced mortality Framewgrk. The majority described
i e e changes in processes rather than
ol il o ks outcomes
Promoted vigorous public debate
Improved risk behaviour
Economic benefit to industry
Built research capacity (non-academic sector)
Inspired production of cultural artefact
O 20 40 60 B0 100 120
Source: Richard Smith: Measuring research impact — all the rage but hard to get right. July 30.2018. British Medical Journal. https://blogs.bmj.com/bm|/2018/07/30/richard-smith-measuring-research- %2 | Q\/ I /—\

impact-rage-hard-get-right/ INSTITUTE


https://bmcmedicine.biomedcentral.com/articles/10.1186/s12916-015-0467-4

Patient Perspectives on Gaps in Health Research

Bettina Ryll, Chair of Melanoma Patient Network Europe
(At IQVIA Institute, Pre-ESMO Symposium,

September 9, 2022) NY Times, Virus Briefing,

_ e

Quote from patient focus group study. The American
Journal of Bioethics.

Source: *# Kelley M‘et al. Patiept Perspectives on the Learning Health System: the Importance of Trust and Shared Decision Making. The American Journal of Bioethics, 25 August 2015. Quote from: “The patient’s view on rare
https://www.tandfonline.com/doi/full/10.1080/15265161.2015.1062163 . . . o " o L
*k & Gaasterland, CMV et al. The Patients’s View on Rare Disease Trial Design — A Qualitative Study.” Orphanet Journal of Rare Diseases. 7 February 2019, disease trial deS|gn —a qualltatlve StUdy. w oo
https://ojrd.biomedcentral.com/articles/10.1186/s13023-019-1002-z — | QV I /\@
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https://www.tandfonline.com/doi/full/10.1080/15265161.2015.1062163
https://ojrd.biomedcentral.com/articles/10.1186/s13023-019-1002-z

Potential Sources of “Leakage” in Health Research Patient Value
Where are the gaps in the evidence chain?

9

Research design

Research is not always
designed to be
meaningful to patients by
measuring impact for or
value to patients.

Capitalize on
available data

Research often does not
capitalize on available
data, for example data
from large databases
and patient registries.

&>

Novel research
methods

Novel research methods
that can elucidate value
to patients in the real
world as opposed to a
clinical trials setting, for
example real-world
evidence, is not always
applied in health
research.

Enabling
technologies

Novel enabling
technologies that can
demonstrate potential

value in the real world,

such as Al and ML,
are complex and
require new skills of
researchers.

Medical journal
process

The medical journal
publication process is
slow, cumbersome

and rather antiquated.

<l

Patient expertise
Medical journal editors
don’t always engage
patient-experts in the
review of studies.

=IQVIA

INSTITUTE

11



New Pathway for Elevating Value of Research to Patients

Co-design research with
people affected

Bringing in people who are
affected by the issues and
interventions that are the subject
of health research to help co-
design the research

Employ patient-reviewers
Employing experts in patient
and real-world issues in the
editorial review process

S R332

al Q

Engage underrepresented
populations

Engaging underrepresented
populations and communities
hitherto have been overlooked
in health research

Create review frameworks

Creating and implementing new
frameworks for assessing
impact of science

Develop measurement
guidelines

Developing consensus guidelines
for measuring impact and value of
research to patients, patient
populations and health systems
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/ OHDSI Overview
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Christian Reich
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HDSI

OBSERVATIONAL HEALTH DATA SCIENCES AND INFORMATICS

[

(Why Choose OHDSI/OMOP:

v' Fast, reliable studies across a series of datasets and
data types

v" Reduced cost of ownership including understanding
coding schemes, writing statistical programs across
databases or developing software

v Expanded data access via the OHDSI network and
remote multi-center database studies

\

rWhat OHDSI is: Stakeholder group A
v' Open Source 4‘ zdmmt
¥ Community —~ e
v Data v ris
: Ehym.
\ J
N

0.,,

vAm bulatory 9 Hospital

Finland

Kazakhsten =
Mongolia \
ﬁ, %
/ North Chine W‘| Jyean
Atlantic an. f s
Ocean P Paki y '
Saudi Arabia India .
Mali_ Niger Sudan Thaland
Venezuela floey '»- '
PEmmm s e e i X e ) Kely
8 DRC """'"""""""""“'";: """"""""""""""""
X o] Tenzania fdones P‘E:.nn
Petu Angola
Bolivia
@ R stontace: Indian
South 5 South s Ocean M'
Pacific Atlantic v
Ocean Ocean South Africa
Argentina New
~ | OHDSI Collaborators: OHDSI Network:
2,900 users * >320+ databases

29 workgroups
46,900 posts on 5,700 topics

» 34 countries
+ >2.7B patient records, >369M ex-US




/ How OMOP Works

/a




« Current Approach: “One Study — One Script”

"What's the adherence to my drug in the data assets | own?"

\
Analytical method: ‘ ' @ N 2, @
North America China

Adherence to Drug Southeast Asia
A\
GB 2 ¢
Europe

Japan India
SW|tzerIand ItaIy :

South Afrlca Israel

Application to
data

Current solution: Not scalable

Not transparent

* Expensive

Slow

Prohibitive to non-expert
routine use

One SAS or R script
for each study




r// The OHDSI Approach

: Prediction
Adherence | Mortality |
1 1 11 11
North America Southeast Asia China
11 11 11 11
Europe UK Japan India

L - s = L - L -

South Africa  Switzerland Italy Israel

Standardized

Signals data

Safety

OHDSI Tools OMOP CDM




7 Analyti
ytics can be remote
L

11 11 |
North America Southeast Asia China
11 11 11 |
Europe UK Japan India
11 11 11 |
So Africa  Switzerland Italy Israel



‘ Analytics can be behind firewall
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OHDSI Research Network

Structure and participants =

EHR | ma——
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Protocol

Opportunities for Standardization

Data structure
Data content

Data semantics

< Cohort definition

Covariate construction

Analysis

Results reporting

tables, fields, data types
vocabulary to codify clinical domains

conventions about meaning

algorithms for identifying the set of patients who meet a collection
of criteria for a given interval of time

logic to define variables available for use in statistical analysis

collection of decisions and procedures required to produce
aggregate summary statistics from patient-level data

series of aggregate summary statistics presented in tabular and
graphical form




Standard Content: OMOP Common Data Model

Person Standardized health Standardized metadata
Observation_period system data CDM_source
» Location N
Visit_occurrence  [¢—_ X Metadata
| iy S | Location_history
hi Visit detail = =
I = k N ™~ Care_site - i
— N| B - Standardized
X - Condition_occurrence € —— .
\ - ___:?- Provider VﬂCBbU'BI’IES
E _,_} D ¢ e L~ /ff
© N rug_exposure - 7 - - Concept
T \ N /) standardized derived
8 \ Procedure occurrence < elements Vocabulary
- . I I
= ) . M Condition_era
o AWN Device_exposure [ /| Domain
E L\ N\ pall Drug_era
= Measurement < Concept_class
—- AN /» | Dose era
o \\ \ A | —
= — Note < Concept_relationship
i) | Results Schema
v > Note_ NLP Relationship
S Suwe?—conduct f,/ Cohort_definition Concept-._:‘vnon?m
\\ /;'
> Observation e Standardized health Concept_ancestor
economics
> Specimen ot Source_to_concept_map
Fact_relationship Payer_plan_period Drug_strength
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Investigate Support the

associations

planning &

Understand
clinical context

validity of
applicant

and impact

Mapping regulatory use cases to evidence types

Questions that can be
Design and feasibility of informed with real world

i evidence:
planned studies Clinical Who are the patients with disease

eligible for treatment?

Representativeness and .
p characterization: Who are the patients exposed to

validity of Completed

_ What happened to those treatments?
studies PP 5 How often do outcomes occur
thems amongst those patients?

Disease epidemiology

Population-level
effect estimation:

Is the outcome causally related to
o exposure to treatment?
Clinical management & What are the How does the risk compare with

- ; alternative treatments?
drug utilisation causal effects?

Effectiveness and safety Patient-level
studies Which risks can be actionably

prediction: predicted with available data?

What will happen Which patients are at highest risk

Impact of regulatory of adverse events?

: p
actions to me:
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~seconds  Anticipatory

~minutes

Prepared

~hours

Responsive
~days Enabled
~weeks, _
months, Reactive
years Bespoke

planning and validity

Support the
planning & validity

of applicant studies

Jowrnal of the Amerncan Medical Informatics Association, 2B(1), 2021, 144-154
dad: 10.1093/jamia/ocaaZ2y

Advance Access Publication Date: 4 Nevember 2020

Review

AMI

Ty ey SR

Expanding the proactive use of real-world evidence for study

OXFORD

Review

Contemporary use of real-world data for clinical trial
conduct in the United States: a scoping review

James R. Rogers (#," Junghwan Lee," Ziheng Zhou,? Ying Kuen Cheung,®
George Hripesak,™* and Chunhua Weng'

Trial Process

Planriin Recruitment Baseline Eeiloganr
FOPRE sgs or screening Intervention statistics e ezt

P of patients procurement ‘
6 26 = 19 19 = 82

articles articles articles articles articles

Generalizability Assessment
| i
Outcomes comparison Baseline statistics Crite.ria Impac.t on
comparison patient attrition
28 N 7~ 28 7 14
articles articles articles

“Sapiue

uoneulwassig aSpajmouy |eu]
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~seconds  Anticipatory

~minutes Prepared

Responsive

Enabled

Reactive
Bespoke

planning and validity

Support the
planning & validity
of applicant studies

Journal of Biomedical Informatics 119 (2021) 103822

Expanding the proactive use of real-world evidence for study

Contents lists available at ScienceDirect
Journal of Biomedical Informatics

journal homeapage: www.elsevier.com/locata’yjbin

lil_':j]_i‘\r-’ [ER

Original Research

Clinical comparison between trial participants and potentially
patients using electronic health record data: A generalizability
assessment method

James R. Rogers ", George Hripcsak ™", Ying Kuen Cheung °, Chunhua Weng ™
SR -

-
Trial
Enrollment
Data / l

W [

Identify Trial Participants
Sample
Extract

for Trial Sample
‘H] ’i\ WT Criteria W{ﬁ"i"ﬁ Baseline
.‘ﬁ"ﬁnﬁnﬂwiw I fi”i"ﬁ”i, Characteristics
Identify Potential Patients | |Create Target
for Target Population l ClinicalTrials.gov | population

Fig. 1. Overview of study methodology.
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HCV Trial TP (N = 43) BPE (N = 83)
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Fig. 3. Distribution of propensity scores between trial participants (TP) and
patentially eligible (PE) patients for the hepatitis C virus (HCV) trial.
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Expanding the proactive use of real-world evidence for
understanding clinical context

CHARYBDIS - OHDSI COVID-19 Data Network

Q ?&,gqgw o a

North
Atlantic Afghanistan

Iraq
Ocean ren s
Aigeria akistan

Libya
Saudi Arabla India

~seconds  anicipatory

Kazakhstan

~minutes

Prepared

Columbia University (NY - EHR) CPRD (UK ~ EHR) HIRA (South Korea — Administrative Claims)
Department of Veterans Affairs (National - EHR) DA Germany {Germany — EHR) DCMC (South Korea — EHR)
HealthVerity (Claims linked to diagnostic testing) HM Hospitales (Spain ~ Hospital Billing) Nanfang Hospital (China — EMR)
1QVIA Open Claims (National — Administrative Claims) IPCI (Netherlands ~ EHR)
Optum EHR (National ~ EHR) LPD France (France — EHR)
Optum SES (National — EHR linked to Socic-economic data) LPD Italy (italy — EHR)
Premier (National - Hospital Billing) SIDIAP (Spain — EHR)
Stanford University (CA ~ EHR) SIDIAP-H (Spain — EHR Hospital linkage)
Tufts University (MA - EHR)
University of Colorado Anschutz Medical Campus (CO - EHR)
gton Medicine COVID Research Dataset (WA - EHR)

~hours TSIV

Persons with a COVID-19 diagnosis or a SARS-CoV-2 positive test with no required prior observation

(]

~days Enabled

& Download >

Cohort Characte: i CPRD CU-AMC HDC cuMc DA-GERMANY DCMC hdm HealthVerity
Covariate Name (n=3,864) (n=9,481) (n=37,773) (n=11,500) (n=559) (n=2,686) (n=587,683) (n

CPRD_pct  CU-AMCHDC_ pct  CUIMC_pcty DA-GERMANY pct  DCMC_pct  hdm_pct  HealthVerity_pct  HIR

~We e k E ; cohort during day -265 through -1 days overlap the index: pravalent pre-existing condition of covid risk factor 25.8% 21.3% 12.4% 25.00% 34.0% 10.7% 103%
’ - Cohort during day -365 through -1 d: 1ap the index: Prevalent 19.9% 24.4% 332% 22.3% 27.0% 18.4% 2.8%
R e aCt I Ve Cohort during day -365 through -1 days overlap the index: Prevalent obesity 37.0% 20.8% 22.79% 11.6% 5,206 8.6% 4.9%
I I l O I I t I l S Cohort during day -365 through -1 days overlap the index: Prevalent heart disease 18.1% 16.7% 29.3% 16.9% 19.0% 10.8% 5.6%
Database
1 cohort during day -265 through -1 days overlap the index: persons with chest pain or angina 14.9% 18.6% 28.4% 6.7% 14.7% 1.5%. 4.9%
CPRD, CU-AMC HDC, CUIMC, ~
ye a r S Cohort during day -365 through -1 days overlap the index: Prevalent Asthma or Chronic obstructive pulmonary disease (COPD) 21.0% 16.19 18.4% 16.0% 3% 6.4% 5.459
Cohort (Target)
Cohort during day -365 through -1 days overlap the index: Prevalent malignant neoplasm excluding non-melanoma skin cancer 7.5% 2.1% 15.7% 5.8% 5.4% 6.1% 2.0%
P ith a COVID-19 dia >
“reons Wit 2 ! cohort during day 365 through -1 days overlap the index: prevalent type 2 diabetes mellitus 13.5% 11.5% 15:3% 93% 18.8% 8.4% 5.5%
cohort during day -365 through -1 d: lap the index: prevalent condition 10.2% 7.1% 13.4% 10.1% 2.6% 2.5% 2.2%
Strata (Target)
Cohort during day 365 through -1 days overlap the index: Hospitalization episodes 6.9% 12.9% 16.5% 90.7% 5.5%
Al -
U n e rSta I C I n I C a Cohort during day -365 through -1 days overlap the index: Acute kidney injury (AKI) using di and changein during hospitliza... 3.4% 6.5% 12.6% 0.9%) 16.5% 11.5% 1.0%
Domain
Cohort during day -365 through -1 days overlap the index: Discharge from hospitalization 6.8% 11.2% 16.3% 76.4% 5.0%
Cohort A
_ cohort during day 365 through -1 days overlap the index: fever 0.4% 6% 0.9% 2.1% 10.7% 0.5% 379
C O I I e X cohort during day-365 through -1 days overlap the index: cough 12.4% 14.0% 9.6% 3.6% 3.0% 0.3% 6.2%
Time Window
cohort during day 365 through -1 days overlap the index: dyspnea 7094 7% 2.0 1.4% 23%  <02% 3.09
-365d to-1d -

Cohort during day -365 through -1 days overlap the index: Prevalent chronic kidney disease broad 124% 6.3% 8.9%) 4.8% 27.9%) 5.3% 2.0%

https://data.ohdsi.org/Covid19CharacterizationCharybdis/
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Expanding the proactive use of real-world evidence for
understanding clinical context
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/ Expanding the proactive use of real-world evidence to investigate
l associations and impact

~seconds .
Anticipatory THE LANCET Articles I
Rheumatology

~minutes

Prepared

Risk of hydroxychloroquine alone and in combination with 3 ™
azithromycin in the treatment of rheumatoid arthritis: :
a multinational, retrospective study

~hours TSIV

. : . HEQws SS2 HOG plus AZM vs HOQ plus AMX
Jennifer CE Lone
Thamir M Alhar Calibrated HR F Calibrated HR F
{95% 0) {95%00)
Alexander Davyd
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Expanding the proactive use of real-world evidence to investigate
associations and impact

~Seconds  anticipatory RHEUMATOLOGY reumetloay 21 052 254

Advance Access publication 25 December 2020

Original article
~minutes

Prepared

Risk of depression, suicide and psychosis with
hydroxychloroquine treatment for rheumatoid
arthritis: a multinational network cohort study

Fic. 1 Forest plot of the association between short- {top) and long-term (bottom) use of HCQ (vs SSZ) and risk of de-
pression, by database and in the meta-analysis
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Expanding the proactive use of real-world evidence to investigate
associations and impact

_~ . . RESEARCH
seconds  anticipatory

Elorenaccess Use of repurposed and adjuvant drugs in hospital patients with
) crecktor pases| - COVI-19: multinational network cohort study

Albert Prats-Uribe,' Anthony G Sena,*? Lana Yin Hui Lai,* Waheed-Ul-Rahman Ahmed,*#
Heba Alghoul,” Osaid Alser,” Thamir M Alshammari,” Carlos Areia,'® William Carter,'!
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Martina Recalde,”*** Elena Roel,**** Karishma Shah,” Nigam H Shah,*® Lisa M Schilling, !’

~minutes Prepared

February 2020
4 February Wang et al - Rermdesivir and chloroquine effectively inhibit covid-19% in vitro

March 2020

9 March Yao et al - Hydrowychloroguine shows superior in vitro activity to chloroguine

19 March President Trump promotes hydroxychloroguine in press conference

20 March Gautret et al - Open-label non-randomized clinical trial shows effectiveness

28 March U5 Food and Drug Administration issues an emergency use authorisation

31 March Chen et al - Preprint of a randomised controlled trial suggests that hydroxychloroguine reduces time to clinical recovery

April 2020

10 April  Lane et al - Observational data show that azithromycin combined with hydroxychloroguine may increase
cardiovascular mortality

24 April  FDA and Eurcpean Medicines Agency caution against the use of hydroxychloroguine owing to potential

heart rhythm problems

May 2020
TMay Geleris et al - Lack of effectiveness of hydroxychloroguine on observational data
28 May WHO halts hydroxychloroquine arm of Solidarity trial

June 2020

8 June Recovery trial press note shows that hydroxychloroquine has no effect on
covid-19

15 June FDA revokes emergency use ruling for hydrogychloroguine
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F// Concluding thoughts

*Enabling use and establishing value of real-world evidence requires building trust
across stakeholders — evidence generators and consumers

* People and processes need to be augmented with science, technology and
engineering

—Research network = people + data + analytic tools + best practices

* Open science systems that promote transparency and reproducibility can increase
reliability and efficiency

* Regulatory use cases are primarily characterization analyses, have been
demonstrated to be feasible, and are ready-to-scale

e Community efforts today can enable a more proactive future tomorrow
—Design of standardized outputs for regulatory use cases
—Standardized analytic tool development
—Phenotype development and evaluation
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Critical considerations for ensuring research
impact and value to patients

* Bring clinical experience to the table

* Engage patients and policy makers to establish the research question
* Publicly pre-specify study design, endpoints, methods

* Timely and comprehensive results reporting

* Translate your findings for patients

* Support others in the research community
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SPIRIT 2013 Statement: Defining Standard Protocol ltems for

Clinical Trials

An-Wen Chan, MD, DPhil: Jennifer M. Tetzlaff, Méc Douglas G. Altman, D'5c; Andreas Laupacis, MD; Peter . Gotzsche, MO, O
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Harold C. Sox, MD:; Frank W. Rockhold, PhD; Drummond Rennie, MD: and David Mohes, PRD

The protoel of o dinical brisl serves ax the foundalion for shudy
planning, conduct, reporiing, and appraisal Howeves, trial protocoks
and existing probacel guidelines vary greatly in content and qualy.
This. artide mmmmﬁmmmma
SPIRIT (Standard Prodnesl fems: Recommendaticrs for |

tioral Triaks) 2013, a guideline for the minimum content of adnlm]
trial protocol.

The 33-em SPIRIT checdd applies b prodocok for all dinical
trisls and formes an comfent rafher than fomat The checkist
recommends a ful desciglion of what i planned: # does not
prescribe how o dedgn or conduct 2 frial. By prowiding guidanes

A indam Med. 2013158300207

for ey contert, the SPIRIT recommendaticre aim o
drafling of High-guality probocals. Adherence o SPIRJ
enhance the trangamncy and complebsness of Eid
the benefit of investigaioes, brial parbdparts, patied
funders, research ebhics commitiess or inskh #iond
peer reviwers, joumas, bl mgisiries, policymaker
and cther key stakeholders.
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he protocal of 2 clinical trizl plays 2 key mle in study

planning; conduct, intespretazion, oversight, and exter-
nal review by dewiling the plans from ethics approval o
dissemination of results. A well-written protocol Fcilitates
an appropriate sssesment of scientific, ethical, and safey
issues before @ trial bepins; consistency and riger of trial
conduct; and full apprisa] of the eonduct and results afer
trial completion. The imponance of protomls has been
emphasized by journal editers (1-6). peer seviewess (7
10), reseaschers (1115}, and public advocates (16).

Diespite the central role of protocols, a systematic re-
wicw mevealed that existing puideline for protocol content
vary greatly in their scope and recommendations, seldom

tive in 2007, This international project zims
the compleseness of trial protacols by produsid
based! recommendations for a minimum st of
addressed in protocols. The SPIRIT 2013 54
cludles a 33-item checklist (Tabk 1) and diagrd

ke ot ol Syriesuatc Reviews 1015, 41
Fitgs sral coe n

Preferred reporting items for systematic revie
and meta-analysis protocols (PRISMA-P) 2015
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deseribe how the guidelines were developed, and rarely cite
broad siakeholder involvement or empirical evidence to
support their recommendasions {17). These limitasions
may pasily explain why an epportunity exiss to improve
the gualicy of prowsals. Many protocels for rndomised
trials o not adequately describe the primary outcomes (in-
adesquare for 25% of trials) (18, 19), treatment allocasion
methods (inadequate for 4% to 79%) (20, 21), use of
blinding {inadequate for 9% to 34%) (21, 22), methods
for reporting adverse events (inadequate for 419%) (23),
components of smple size caloulations (inadequate for 4%
to 40%) (21, 24), data analpsis plans (inadequate for 20%
to 77%) (21, 24-25), publication policies (inadequate for
79) (27), and roles of sponsars and investigators in study
design ar data access (inadequate for 89% o 100%) (24,
29). The problems that underlie these protocal deficiencies
may in tirn lead o avoidable prosncol amendments, poos
trial conduct, and inadequate reporting in srial publice-
tians (15, 30).
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Timely and comprehensive results reporting

* Research projects invariably deviate from the pre-specified study
protocol and analysis plan — report everything that you said you
would do that you did and explain everything that you did not!

* Follow EQUATOR guidelines on research reporting
* Clinical trial registration number and/or link to study protocol

RESEARCH METHODS AND REPORTING

OPEN a ACCESS Freely available online PLOS mebicine

orenaccess  The reporting of studies conducted using observational routinely

1 1 collected health data statement for pharmacoepidemiology
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Strengthening Science through Data Sharing

* Ensures all data can be used to inform clinical decisions

* maximizing value of collected data, while | /

* Positions research as a public good
* Respects contributions of participants: //
* minimizing duplicative data collection ‘

Pos s }"':"':'-';..' &
* Facilitates secondary studies of existingdata | =
..-.,.h':":..:'-,; :".:."_.,: .
* Promotes transparency and reproducibility: e
Sharing Clinical Trial Data

* sample, design, and analysis




Q&A

Post your questions and comments in the Q&A box

Q
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Caleb Alexander, MD, MS
Professor
Johns Hopkins Bloomberg School of Public Health

Mui Van Zandt
VP&GM Real World Data & Tech
IQVIA

Murray Aitken
Executive Director
IQVIA Institute for Human Data Science
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Charting the Future with High Impact Health Research -

Perspectives from the 2022 Research Forum

High impact health research
is delivered through:

Advancing a multidisciplinary learning

@ health systems approach to national
health crises, balancing timeliness
and quality

Rethinking research approaches to

@ social determinants of health across a
range of issues, including gaps in
data, linkage of data and validation of
what data matters most

®

Navigating the complexity and
heterogeneity of patient
affordability and access in diverse
populations by focusing on gaps
or missing data, and the impact
of the Inflation Reduction Act

Elevating the value to patients
of academic health research

=|QVIA

INSTITUTE

a7



2022 Research Forum Agenda

Exploring the
elusive nature
of applied

research in
national health
crises

How to improve
the
effectiveness of
critical health
research?

Monday, Oct 10
10 - 11 a.m.

Incorporating
the impact of
social
determinants
on outcomes
in healthcare
research

What are the
considerations
for the broader

use of social
determinants in

research?

Monday, Oct 10
11 a.m.-12 p.m.

Navigating the
complexity
and

heterogeneity
of patient
affordability
and access

What do
affordability
and access

mean in a

diverse
population?

Tuesday, Oct 11
10- 11 a.m.

Elevating the
value to
patients of

academic
health
research

What research
strategies can
achieve
increased value
to patients?

Wednesday, Oct 12
10- 11 a.m.

Charting the
future of high

impact health
research

How to raise
the ongoing
value of health
research?

Wednesday, Oct 12
11 a.m.-12 p.m.
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Download featured Institute content
www.IQVIAInstitute.org

l |/\ Research Briefing
INSTITUTE
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Human Data Science
Research Collaborative

Advancing
Academic Research
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Find us on social media
Twitter: @IQVIA Institute

LinkedIn: #IQVIAlnstitute
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