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Data Access Project were con-
ducted. Their findings, as well as 
accompanying editorials, delve into 
this subject further.

The clinician’s responsibility
The reporting of complications 
and adverse events associated with 
implants, biologics, and drugs is 
the clinician’s responsibility and 
can be accomplished through vari-
ous mechanisms. The Safe Medical 
Devices Act of 1990 enacted by 
Congress requires that medical de-
vice user facilities (hospitals, ambu-
latory surgical centers, and nursing 
homes) report device-related deaths 
and serious injuries to the FDA and 
manufacturers.

In 1993, the FDA started the 
MedWatch program for end users 
to report adverse events concern-
ing pharmaceuticals and medical 
devices. The program emphasizes 
the importance of reporting ad-
verse events from consumers and 
medical professionals and alerts 
healthcare professionals of possible 
device-related issues. The FDA also 
uses Internet technology-based 
tools to inform physicians of ad-
verse events along with other safety 
information.

Orthopaedic surgeons can learn 
about and report an adverse event 
for a pharmaceutical or medical 
device on the MedWatch website 
(www.fda.gov/medwatch). In ad-
dition, end-users can sign up for 
the MedWatch e-list, which notifies 

healthcare professionals via emails, 
text messages, and smart phone 
notifications whenever the FDA 
identifies a new safety issue and an-
nounces it to the public. The imme-
diate nature of these adverse event 
alerts may lead to the avoidance 
of potential harm to any other pa-
tients. Any physician can subscribe 
to the safety alerts on the website 
at www.fda.gov/MedicalDevices/
Safety/default.htm

A recent survey conducted by the 
AAOS Biomedical Engineering and 
Biologic Implants Committees re-
vealed that, on average, only  
10 percent of AAOS fellows knew 
how to utilize the FDA MedWatch 
program. In addition, more than 
60 percent of fellows had wit-
nessed an adverse event involving 
either a medical device or pharma-
ceutical in the previous 6 months. 
This undoubtedly means that ad-
verse events in general are being 
underreported.

In summary, to ensure optimal 
patient care, we as orthopaedic 
surgeons must continually assess 
our patients’ clinical outcomes and 
carefully document and mitigate 
complications and other adverse 
events. Future articles in AAOS 
Now will explore these issues in 
more detail.   

References for the studies cited in this 
article may be found in the online 
version available at www.aaosnow.org
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Table 1: SeveriTy Score

Level 0  No quality of care concerns evident

Level 1  Deviation from usual post operative course resulting in an increased length of 
stay or requiring temporary medical program (eg, ileus, pain management,  
anti-nausea).

Level 2  Complication that required pharmacological or minor surgical interventions  
(eg, fracture re-reduction; cast saw injury; cellulitis; milder pressure sore).

Level 3  Complication that required surgical or medical intervention with potential to af-
fect patient’s functional outcome (eg, wound infection; hardware or graft failure; 
osteotomy malposition; re-operation for original indications).

Level 4  Life threatening complication that was resolved (eg, organ failure; excessive 
blood loss; unexpected ICU admission) or a limb complication resulting in tem-
porary or permanent functional loss (eg, peripheral nerve injury, compartment 
syndrome).

Level 5  Death; a sentinel event (eg, wrong site surgery); or a complication resulting in a 
major functional loss (eg, CNS injury, paralysis, loss of limb).

Adapted from: Dindo D, Demartines N, Clavien P-A. Classification of Surgical Complications. A New 
Proposal With Evaluation in a Cohort of 6336 Patients and Results of a Survey. Ann Surg: (2004) 240: 
205-213

CPG Update 
The latest clinical practice 

guideline (CPG), “The Treat-
ment of Osteoarthritis of the 

Knee (OAK), Second Edition,” was 
approved in May and is available 
on the AAOS website. Articles on 
the guideline have appeared in the 
Journal of the AAOS (September), 
AAOS Now (June), and The Jour-
nal of Bone & Joint Surgery (Oct. 
16). The OAK CPG has also been 
accepted by the national Guidelines 
Clearinghouse and the Guidelines 
International Network databases.

The AAOS Evidence-Based Med-
icine Unit has the following five 
CPGs in development:
•	 Treatment of Anterior Cruciate 

Ligament (ACL) Injuries 
•	 Management of Hip Fractures in 

Elderly Patients 
•	 Early Detection and Non-Oper-

ative Management of Pediatric 
Developmental Dysplasia of the 
Hip (DDH)

•	 Surgical Management of Osteo-
arthritis of the Knee (SMOAK)

•	 Diagnosis and Treatment of Car-
pal Tunnel Syndrome (CTS)—
guideline update 

ACL and Hip Fracture CPGs
The guideline work groups have 
held their final meetings.They have 
developed recommendations, as-
signed ratings for each recommen-
dation based on the best available 
evidence, and written rationales. 
Solicitation for peer review has 
begun and input received will be 
reviewed by the work group.

DDH CPG 
The research analyst for the DDH 
CPG has completed the appraisal 
of the evidence, and the guideline 
work group members have ap-
proved the included and excluded 
articles in the literature review. The 
DDH CPG work group members 

are scheduled to hold their final 
meeting this month to develop rec-
ommendations, assign ratings for 
each recommendation based on the 
best available evidence, and write 
rationales. 

SMOAK CPG
The SMOAK guideline work group 
held its introductory meeting in 
August. Results from the piloted 
topic suggestion survey were pre-
sented; a total of 41 patient re-
sponses and 80 clinician responses 
provided valuable input to the 
work group as they developed 
PICO(t) questions (research ques-
tions that include the following 
parameters—population, interven-
tion, comparison, outcome, and 
time—and provide additional clar-
ity in defining inclusion criteria for 
the literature review and evaluating 
the evidence). The work group also 
established search terms and de-

fined the overall scope of the guide-
line at their introductory meeting. 

CTS CPG
The CTS CPG was originally ad-
opted in 2007 and was partially 
updated in the Treatment of Carpal 
Tunnel Syndrome CPG in 2011. 
This edition will again combine 
both Diagnosis and Treatment of 
CTS and will replace both of the 
previous versions. Solicitation for 
work group members is complete 
and invitations to participate 
have been sent to members of the 
AAOS, relevant orthopaedic spe-
cialty societies, and external medi-
cal organizations to ensure mul-
tidisciplinary representation. The 
work group’s introductory meeting 
is scheduled for Feb. 1, 2014. 

For more information on CPGs, 
visit www.aaos.org/guidelines  

This severity classification was adapted by Michael J. Goldberg, MD, and is used by the 
orthopaedics department at Seattle Children’s Hospital; other orthopaedic departments are 
welcome to use it as well.
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