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Key points

• Large pragmatic effectiveness trials generate evidence for real-world

applications of treatment modalities by enrolling a large number of patients

at a lower cost; the findings can be generalized to a wider population.…

• Alteration or waiver of a traditional informed consent discussion is crucial in

successful application of large pragmatic effectiveness trials in pain

medicine.…

• Learning health care systems can provide a dynamic and adaptable

infrastructure that can facilitate data collection for…

…

…

Introduction to pragmatic comparative effectiveness trials

Despite increased available pain therapies, more than 50 to 100 million people in the

United States still live with pain and 20 million live with high-impact chronic pain that

frequently limits life or work activities.1, 2, 3 We know little about which treatments are

best for which patient under their particular circumstances or the efficacy and safety of

various treatments over time. There is a lack of empirical evidence regarding the

effectiveness of the various approaches to anesthesia,…

Application of pragmatic comparative effectiveness trials in pain
medicine

Application of large pragmatic effectiveness trials provides multiple opportunities in pain

medicine: (1) researchers can investigate more complex treatment modalities or

treatment paths while giving the clinicians the flexibility to tailor the treatment to the

needs of their patients; (2) this trial design also focuses on outcome measures that are

more important to clinicians, for example, disability, social function, quality of life, or

even cost-effectiveness instead of a simple pain score;…

Informed consent

The first step in successfully conducting pragmatic effectiveness trials in pain medicine is

improving the ability to systematically recruit more patients while minimizing the

research burden for study participants and clinicians. The traditional informed consent

process can be burdensome for both participants and researchers and thus hamper the

streamlined recruitment process. The traditional informed consent discussion involves

explaining at least 3 important factors to the potential…

The learning health system and high-quality, real-world data collection

Effective systems to help practitioners integrate relevant measures and monitor patient

outcomes have not existed until recently. The United States Institute of Medicine (IOM;

now the National Academy of Medicine [NAM]) called for developing learning health care

systems. As envisioned by the IOM, a Learning Health System (LHS) leverages an

integrated digital infrastructure to provide data-based driven and coordinated care that is

available just in time to the clinician and that is centered on…

The Stanford learning health system model and future directions

In recognizing the societal problem of pain, the IOM Relieving Pain In America report

called for “greater development and use of patient outcome registries that can support

point-of-care treatment decision making, as well as for aggregation of large numbers of

patients to enable assessment of the safety and effectiveness of therapies.”  Similarly, in

the Health and Human Services National Pain Strategy (Mackey; Co-Chair), the committee

stated, “better data are needed to understand the problem…

Summary

Application of large pragmatic effectiveness clinical trials in pain medicine poses certain

unique challenges, considering the lack of more uniform, objective outcome measures.

These challenges have limited the number of these trials in our literature. Pain

researchers are thinking more creatively to build a better infrastructure of learning

health care systems to streamline the informed consent process and embed data

collection into routine clinical care. We can then successfully leverage…

Clinics care points

• When reading research papers, we should consider eligibility criteria more

carefully to assess if the results can be applied to our patient population.…

• When reading research papers, we should pay attention to outcome

measures and decide if they represent what is important for our clinical

practice.…

…

…

Conflict of interest statement

The authors do not have any conflict of interest about the material discussed in the

article.…

First page preview

View PDF

References (101)

K. Anchouche et al.

Use of Actigraphy (Wearable Digital Sensors to Monitor Activity) in Heart

Failure Randomized Clinical Trials: A Scoping Review
Can J Cardiol (2021)

P.A. Petrou et al.

Stanford Pragmatiec Effectiveness Comparison (SPEC) protocol: Comparing

long-term effectiveness of high-frequency and burst spinal cord stimulation in

real-world application
Contemp Clin Trials (2021)

A.B. Feinstein et al.

The Effect of Pain Catastrophizing on Outcomes: A Developmental Perspective

Across Children, Adolescents, and Young Adults With Chronic Pain
J Pain (2017)

J.A. Sturgeon et al.

Pain catastrophizing, perceived injustice, and pain intensity impair life

satisfaction through differential patterns of physical and psychological

disruption
Scand J Pain (2017)

P.A. Harris et al.

Research electronic data capture (REDCap)--a metadata-driven methodology

and workflow process for providing translational research informatics support
J Biomed Inform (2009)

J. Lin et al.

Comparison of multi-arm multi-stage design and adaptive randomization in

platform clinical trials
Contemp Clin Trials (2017)

S. Kalkman et al.

Ethics of Informed Consent for Pragmatic Trials with New Interventions
Value Health (2017)

S.S. Huang et al.

Chlorhexidine versus routine bathing to prevent multidrug-resistant organisms

and all-cause bloodstream infections in general medical and surgical units

(ABATE Infection trial): a cluster-randomised trial
Lancet (2019)

I. Chalmers et al.

Professional and public double standards on clinical experimentation
Control Clin Trials (1987)

P.S. Myles et al.

Dexamethasone for Cardiac Surgery trial (DECS-II): Rationale and a novel,

practice preference-randomized consent design
Am Heart J (2018)

View more references

Cited by (0)

Recommended articles (6)

Research article

The Role of Data Science in Closing the Implementation Gap
Critical Care Clinics, 2023

Research article

Ultrasound-guided pulsed radiofrequency of cervical nerve root for cervical

radicular pain: a prospective randomized controlled trial
The Spine Journal, Volume 23, Issue 5, 2023, pp. 651-655

Show abstract

Research article

Ultrasound-guided percutaneous cryoneurolysis for management of acute

sternal fracture pain
Trauma Case Reports, Volume 43, 2023, Article 100751

Show abstract

Research article

Treatment of Abdominal Aortic Aneurysm Ruptures in a Well-defined

Geographical Area during 2012–2020—A Paradigm Shift
Annals of Vascular Surgery, 2023

Show abstract

Research article

Extensive temporal subretinal drusenoid deposits as an early manifestation of

late-onset retinal degeneration
Canadian Journal of Ophthalmology, 2023

Research article

A rare case of gastric adenocarcinoma of fundic gland type
The American Journal of the Medical Sciences, 2023

Financial Support: None.

View full text

© 2023 Elsevier Inc. All rights reserved.

About ScienceDirect Remote access Shopping cart Advertise Contact and support Terms and conditions Privacy policy

We use cookies to help provide and enhance our service and tailor content and ads. By continuing you agree to the use of cookies.
Copyright © 2023 Elsevier B.V. or its licensors or contributors. ScienceDirect® is a registered trademark of Elsevier B.V.

Article preview

Abstract

Section snippets

References (101)

Recommended articles (6)

Share Cite

1

Access through your institution Purchase PDF

Register Sign inJournals & Books Search ScienceDirect

https://www.sciencedirect.com/journal/anesthesiology-clinics
https://www.sciencedirect.com/journal/anesthesiology-clinics
https://www.sciencedirect.com/journal/anesthesiology-clinics/articles-in-press
https://service.elsevier.com/app/answers/detail/a_id/22801/supporthub/sciencedirect/
https://www.sciencedirect.com/journal/anesthesiology-clinics
https://doi.org/10.1016/j.anclin.2023.03.010
https://s100.copyright.com/AppDispatchServlet?publisherName=ELS&contentID=S193222752300023X&orderBeanReset=true
https://www.sciencedirect.com/sdfe/pdf/download/eid/1-s2.0-S193222752300023X/first-page-pdf
https://www.sciencedirect.com/science/article/pii/S0828282X21003652
https://www.sciencedirect.com/science/article/pii/S1551714421000604
https://www.sciencedirect.com/science/article/pii/S1526590016302796
https://www.sciencedirect.com/science/article/pii/S1877886017302124
https://www.sciencedirect.com/science/article/pii/S1532046408001226
https://www.sciencedirect.com/science/article/pii/S1551714416302634
https://www.sciencedirect.com/science/article/pii/S109830151730205X
https://www.sciencedirect.com/science/article/pii/S0140673618325935
https://www.sciencedirect.com/science/article/pii/0197245687901577
https://www.sciencedirect.com/science/article/pii/S000287031830190X
https://www.sciencedirect.com/science/article/pii/S0749070423000180
https://www.sciencedirect.com/science/article/pii/S1529943023000086
https://www.sciencedirect.com/science/article/pii/S2352644022001479
https://www.sciencedirect.com/science/article/pii/S0890509623001887
https://www.sciencedirect.com/science/article/pii/S0008418223000984
https://www.sciencedirect.com/science/article/pii/S0002962923011266
https://www.sciencedirect.com/science/article/pii/S193222752300023X
https://www.elsevier.com/
https://www.elsevier.com/solutions/sciencedirect
https://www.sciencedirect.com/user/institution/login?targetURL=
https://sd-cart.elsevier.com/?
http://elsmediakits.com/
https://service.elsevier.com/app/contact/supporthub/sciencedirect/
https://www.elsevier.com/legal/elsevier-website-terms-and-conditions
https://www.elsevier.com/legal/privacy-policy
https://www.sciencedirect.com/legal/use-of-cookies
https://www.relx.com/
https://www.sciencedirect.com/sdfe/pdf/download/eid/1-s2.0-S193222752300023X/first-page-pdf
https://www.sciencedirect.com/
https://www.sciencedirect.com/search

