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delivery of care. 
The measurement of quality per-

formance in the orthopaedic setting 
will establish the appropriate stan-
dards of care and enhance patient 
outcomes. The quality measure on 
the Management of Hip Fractures 
in the Elderly: Timing of Surgical 
Intervention will benefit orthopae-
dic specialists by providing lead-
ership in the delivery of surgical 
care to elderly hip fracture patients 

within 48 hours of admission to 
ensure high-quality outcome mea-
sures. If accepted by CMS, this 
measure will join the 34 current 
measures in the CMS Orthopaedic 
Surgery Specialty Measure Set. 

For more information, visit 
the AAOS Clinical Performance 
Measures website at www.aaos.
org/Quality/Clinical_Performance_
Measures.   
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NESTcc Announces the First Round 
of Real-world Evidence Test-cases
AAOS and AJRR identified as key components

The National Evaluation 
System for Health 
Technology Coordinating 

Center (NESTcc), an initiative of 
the Medical Device Innovation 
Consortium (MDIC), announced 
the first round of NESTcc test-cases 
that address topics of high priority 
from the medical device industry 
using real-world data and evidence.

“It’s exciting to reveal this mile-
stone for NEST with the launch of 
these first test-cases … with health 
systems and coordinated registry 
networks through the NESTcc net-
work collaborators,” said Rachael 
Fleurence, PhD, executive director 
of NESTcc.

The initial concepts were 
submitted in January through a 
public call open to medical device 
manufacturers. The test-cases will 
address two primary objectives. 
First, they will explore the feasibility 
for the medical device industry 
to work with real-world data 
sources and NESTcc’s initial set of 
network collaborators. Second, the 
test-cases will help identify areas 
where NESTcc could play a role 
in reducing transaction costs (e.g., 
contracting, institutional review 
board, data-sharing agreements, 
publication policies).

The first round of test-cases will 
be executed through collaborations 
with industry partners Abbott, 
Adhesys Medical, Johnson 
& Johnson Medical Devices 
Companies, and W.L. Gore & 
Associates, Inc. In addition to the 
industry groups working through 
independent collaborations, AAOS 
is serving as a neutral convener, 
joining DJO Global, DePuy Synthes, 
Smith & Nephew, Stryker, and 
Zimmer Biomet for a test-case that 
will bring together NESTcc network 
collaborators with the American 

Joint Replacement Registry (AJRR), 
which is housed at AAOS.

“AAOS’ collaboration with 
NESTcc demonstrates our contin-
ued commitment to improve the 
safety and quality of care for ortho-
paedic patients,” said AAOS Presi-
dent David A. Halsey, MD. “AJRR 
is an excellent resource to help 
determine more accurate device per-
formance, survivorship, and surgical 
outcomes for total joint arthroplasty. 
This effort supports standardized 
care and quality improvement.”

Paul Voorhorst, MS, MBA, vice 
president of clinical research at 
DePuy Synthes, said, “The funding 
commitment by NESTcc to sup-
port the feasibility study of linking 
data from the AJRR with data 

from private payers is a testament 
to multistakeholder collaborations. 
It is exciting to think about where 
these types of collaborations will 
lead us and how patients will ulti-
mately benefit through enhanced 
surveillance methodologies.”

The industry partners and network 
collaborators are working together 
on eight projects within the first 
round of test-cases, which include 
projects along the 510(k) and pre-
market approval regulatory path-
ways and throughout the medical 
device total product life cycle.

“This is an important step to 
show the potential for NEST to ef-
ficiently generate evidence for both 
medical device evaluation and post-
market safety information,” said Jeff 

Shuren, MD, director of the Center 
for Devices and Radiological Health 
at the Food and Drug Administra-
tion and a board member of MDIC.

 “Our goal with NEST is to im-
prove access to, value, use, and 
efficiency of real-world evidence to 
meet the needs of the medical device 
ecosystem stakeholders. With more 
robust, informative, and timely 
evidence, healthcare providers and 
patients can make better-informed 
healthcare decisions and be assured 
they have access to the safest medi-
cal devices,” he added.

The test-cases will address specific 
disease areas and corresponding 
products (see Table 1).

For a description of each test-case, 
visit https://nestcc.org/test-cases. 

TABLE 1: DISEASE AREAS AND CORRESPONDING PRODUCTS

Total-product Life 
Cycle Alignment

Project Title Regulatory 
Pathway

Technology of Interest Disease Area

Premarket submission Comparative Effectiveness of Alternative 
Approaches for Wound Closure

510(k) Wound closure Dermatology

Label expansion Testing the Use of Real-world Data from Three 
Unique Sources to Expand Indications

PMA Endovascular therapies Vascular

Label expansion The Feasibility of Using Real-world Data in the 
Evaluation of Cardiac Ablation Catheters

PMA Ablation catheters Cardiology

Label expansion Real-world Clinical Outcomes in Patients 
with Mechanical Heart Valve Replacement 
and Anticoagulation Variability

PMA Mechanical aortic 
heart valves

Cardiology

Label from general to 
specific indication

Feasibility of Using Real-world Data to Evaluate 
Thermal Ablation of Liver Tumors

510(k) Ablation device Surgery

Post-market surveillance Testing the Feasibility of Registry 
and Claims Data Linkages

510(k) Total joint arthroplasty, 
primary total knee 
arthroplasty

Orthopaedics

Post-market surveillance Developing Capacity to Conduct Proactive 
Postmarketing Safety Surveillance of 
Craniomaxillofacial Distractors Using 
Electronic Health Record Data

510(k) Craniomaxillofacial 
distractors

Orthopaedics

Post-market surveillance Developing Capacity to Conduct Proactive 
Postmarketing Safety Surveillance of 
Intervertebral Body Fusion Devices Using 
Electronic Health Record Data

510(k) Intervertebral body 
fusion devices

Orthopaedics

PMA: premarket approval
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