The Role of Anti-NGFs in Pain Management
- Dr. Afsaneh Motamed-Khorasani, Multibriefs 2013

At present, pain management is per-
formed by the use of non-opioid anal-
gesics and nonsteroidal anti-inflamma-
tory drugs (NSAIDs) for mild condi-
tions, and opioids for serious condi-
tions. However, such drugs are associ-
ated with adverse effects such as nau-
sea, vomiting, gastrointestinal bleeding
and ulceration, constipation, hepato-
toxicity, cardiovascular events and
renal toxicity.

Many deaths have been reported in
recent years as a result of the compli-
cations caused by NSAIDs in patients.
So, there is a need for the develop-
ment of new classes of drugs for acute
and chronic pains.

Since NGF (nerve growth factor) sig-
naling is involved in chronic pain
development, drugs that could inter-
fere with the NGF signaling are con-
sidered important. Recently, anti-NGF
antibodies have been developed to
address this problem.

Anti-NGF antibodies have been shown
to provide relief from chronic pain in
animal models for human diseases.

These animal pain models included
femoral fracture, arthritis, pancreatic
and cancer pain.

tanezumab is a humanized monoclon-
al antibody developed with a high
affinity and specificity toward NGF.
tanezumab interferes with the affinity
between NGF and its receptors, TrkA
and p75NTR. The safety, adverse
effects and analgesic effects of
tanezumab were tested by administer-
ing a dose with the range of 10-200
ug/kg in osteoarthritis patients.

Improvement in relief was observed
with greater doses of tanezumab!, but
greater doses had more adverse effects
in the patients. The most frequent
adverse effects included headache,
upper respiratory tract infection and
parasthesia.

A recent study evaluated the long-term
safety and efficacy of repeated doses of
tanezumab2 on knee pain. Patients
were administered tanezumab 50
pg/kg) on day 1 and day 56, and sub-
sequent doses were administered at
eight-week intervals.

continued on page 10...

ASF

SOURCLE

Ambulatory Surgery Facilities




American Association for Accreditation of
Ambulatory Surgery Facilities, Inc.
Board Members 2013-2014

EXECUTIVE COMMITTEE
President - GEOFFREY R. KEYES, M.D.
Vice President - FOAD NAHAI, M.D.
Past President - HARLAN POLLOCK, M.D.
Secretary/Treasurer - DAVID C. WATTS, M.D.
VP of Education - LEO McCAFFERTY, M.D.
VP of Standards - HECTOR VILA, JR., M.D.
VP of External Relations - DARRELL RANUM, JD, CPHRM

DIr ECTors
Jeffrey Apfelbaum, M.D.

Gary Brownstein, M.D.
Bonnie G. Denholm, RN, MS, CNOR
Peter Fodor, M.D.

Michael Frank, M.D.

Ronald E. Iverson, M.D.

John Newkirk, M.D., PhD
Jennifer K. Quicci, CRNA, MS
Edward S. Truppman, M.D.

TrUsTEEs
Gustavo Colon, M.D.
Daniel Morello, M.D.

Robert Singer, M.D.
Ronald E. Iverson, M.D.
James A. Yates, M.D.
Michael F. McGuire, M.D.
Alan H. Gold, M.D.
Lawrence S. Reed, M.D.

Interim Executive Director - Theresa Griffin Rossi, CAE
ASF Editor

Peter Fodor, M.D.
Publications Committee Chairman

ASF Design/Production Director
Jaime R. Trevino - Marketing/Communications Director

The ASF Source is published on a tri-annual basis. Articles
are welcome, but may be edited for clarity and placement
purposes. All rights reserved. No part of this publication
may be reproduced, stored in a retrieval system, or trans-
mitted in any form or by any means, electronic, electrostat-
ic, magnetic tape, photocopying, recording, or otherwise,
without the full written permission from the publisher. The
opinions expressed within are those of the contributors to
the ASF Source and do not necessarily reflect the opinions
or views of the AAAASF.

Patient safety is the mission of the American
Association of Ambulatory Surgery Facilities.

Quality Silicone Drains
& Reservoirs For Less
| "~

Blake® Style
Fluted Drains
.

® Drains or reservoirs as low as $9.50 (10 per case)

e See our website for complete product info,
Jackson Pratt® Style photos, specs,and simple ordering
Round Drains

o order on line, via fax or call toll-free

® 100% medical-grade silicone for biocompatibility

Jackson Pratt® Style o “Latex Free”and sterile double packaged
Flat Drains

o FREE SHIPPING with order of 2 or more cases

F 5 o 30 day satisfaction guarantee

Reservoirs W/c_lip
100cc o American Express, Visa, and MasterCard accepted

C. Daniel Medical, Inc.

Fax: 770-395-9162 Toll Free: 8388-532-2032
www.cdanielmedical.com

aaaan Patient
. Safet
Patient safety First

Facts About AAAASF Accreditation

Brochure order

form

$50 (Pkg. of 50)
$100 (Pkg. of 100)

Quantity
Total Cost $ :
FREE SHIPPING! '

Free Table Stand
With Purchase of 100 Brochures!

SURGERY JFACILITY

Facility Name
Address

City State Zip
Name on Credit Card

Credit Card#

Exp. Date Signature

Faxes must include a credit card number (Visa, MasterCard, or American
Express), the card expiration date and signature to authorize the charge
amount shown on the order form.

MAIL: AAAASF POBOX 9500, Gurnee, IL 60031 FAX: 847-775-1985




Thank You For Your 2013 Education Foundation Donation!
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Visit Our Online Resource guide
Find helpful links to online resources and services.
Look for the link under Quick Links on www.aaaasf.org

AAAASF
Educational Foundation

“The benefits of personal involve-

ment in educational endeavors and
supporting educational programs are measured
exponentially in relation to the amount we
choose to give.”

- Robert Singer, M.D.

Please help support the AAAASF Educational
Foundation with a charitable donation. Your
donation will help fund important educational
programs specific to the needs of surgeons and
their staff in accredited facilities.

Your donation is tax deductible.

AAAASF Educational Foundation Donation
| wish to make a donation of $

to: the AAAASF Educational Foundation.
If donating by check, send to:

AAAASF Educational Foundation
POBOX 9500 Gurnee, IL 60031

Name:

Social Security Number Or Tax ID #:

Facility Name:

Mailing Address:

City, State and Zip:

Phone:

Fax:

Email Address:

AAAASF surveyors can request that all or a por-
tion of their $500 honorarium be donated to
the AAAASF Educational Foundation. After
completing a survey, contact Adriana at the
AAAASF Office at: 888-545-5222 or
adriana@aaaasf.org



"ALWAYS BE READY FOR YOUR NEXT INSPECTION"

Tamar R. Glaser, RN and AAAASF Surveyor

Integrated Patient Satisfaction Survey Tool

b
My Tasks ACCREDITATION COMPLIANCE SOLUTIONS

You can perform a task here. Click on the row with the status 'Pending’ and it will take you to the respective form.

Show 10 : entries Search:
Due Date * Title 4 Status 4 Description
12112012 Bair Hugger Pending Please complete the task before the due date.
12/11/2012  Blanket Temperature Panding Please complete the task before the due date.
1212012 OR Humidity 2 Waiting for approval  Pleasa comglete the task before the due date.
12412012 OR Temperature 2 Pending Please complete the task before the due date.
12492012 Pationt i Pending Pleass complete the task before the due date.
Showing 110 5 of § entries First Provious (1 Next Last

Compliance Monitoring

For a visual analysis of compliance monitoring, please select the log type from the dropdown: | OR Temperature Log
OR Temperature Log

Zoom Im [3m 6m YTD ly Al From: Sep 11,2012 To: Dec 10, 2012

Monday, Oct & 2002
Temperature OR 2: 75
Temperature OR 1: 77

2.5ep 16. Sep 0. Sep 24.5ep 28. Sep 2.0a 6. 0ct 10. Ocr 14. Oct 10. Nav 20. Nav 28.Nov  10.Dec
1- p I
30. jul 13 Aug 27. Aug 1} Sep . Sep = — a7 Jro

AccredAbility is a comprehensive accreditation tracking and reporting solution with
policies, procedures, and regulatory updates.

Designed to work with AAAASF, AAAHC, Joint Commission and Medicare standards

Choose your accrediting agency and AccredAbility automatically populates the required tasks
at the specific intervals (daily, weekly, monthly, quarterly, etc.)

Assign different tasks to different staff members

Email notifications if a task is not completed on time

You are always up-to-date with State and Federal regulations and Policies & Procedures
Monthly subscription — no long term contract

No more 3 ring binders, clipboards or missing information

Learn if you are eligible for a free trial of AccredAbility
info@mmxhealthcare.com
877-578-4484

MMX

Rk el F o & Ry B
www.mmxhealthcare.com



AAAASF President’s Message

Our Commitment to Patient Safety

Healthcare in America is in a state of flux as the
result of the impending start up of the
Affordable Care Act. Patients and physicians
will be required to navigate a variety of new
insurance options in their effort to acquire and
provide competent, affordable care.

Benchmarking of care provided will be increas-
ingly used as a measure of quality and ulti-
mately payment for healthcare services.
Performance based reimbursement for deliv- g EoffrEy
ered care may become commonplace using

incentives to promote patient safety.

AAAASF has been at the forefront of patient safety since its
inception and has continually developed methods to ana-
lyze care delivery in our surgery centers. Through mandat-
ing the reporting of random cases and unanticipated seque-
lae as part of our peer review process, we have over 3,000
physicians who have entered over 6 million cases into the
database for analysis in the past 14 years.

This data has led to improvement in our standards for out-
patient surgery. For example, the database-documented
incidence of pulmonary embolism as the major cause of
death in outpatient and hospital-based surgery has led to
the inclusion (in our Standards) for mandatory venous
thromboembolism (VTE) assessment of patients preopera-
tively and that documentation be included in the patient’s
chart of the potential occurrence of venous thromboem-
bolism.  This evaluation may be performed using the
Caprini Risk Assessment Tool or the Antithrombotic
Therapy and Prevention of Thrombosis, 9th ed: American
College of Chest Physicians Evidence-Based Clinical

Practice Guidelines.

The Investigation Committee, responsible for case evalua-
tion, is looking closely at the incidence of venous throm-
boembolism (VTE) in patients who have had multiple pro-
cedures performed and preoperatively demonstrate a high
risk for thromboembolism. It is recommended that great
caution be used when considering multiple procedures on
a patient, particularly when one of the procedures is an
abdominoplasty.

Over the years AAAASF has never lost focus
on our mission to safeguard patient safety.
We are proud of the collaboration between
our accredited facilities and the Board of
Directors in the quest for continual improve-
ment in patient care.

Our organization has grown considerably
over the past decade both domestically and
internationally. This growth and the chang-
ing face of healthcare have necessitated
changes in our organization to insure our pre-

Keyes, M.D.
PRESIDENT

eminence in the field of outpatient surgery
accreditation.  Theresa Giriffin-Rossi has replaced Jeff
Pearcy as the acting Executive Director. She has demon-

strated great leadership in this transition period.

We are focusing our attention on the efficient operation of
AAAASF to better serve our facilities and their patients.
There is great enthusiasm at the central office as we move
forward in this effort. AAAASF is positioned to remain as
the top outpatient surgery accrediting association in the
world.

As we prepare for our next board meeting in October and
the rest of 2013, we invite all accredited facility directors,
physicians and nurses to contact us if you have an interest
in becoming involved in this peer-driven accrediting asso-
ciation. Also, as our international operation evolves,
through Surgery Facility Resources (SFR), the demand for

proactive contributors grows.

There are many committees on which you can serve. We
also welcome article submissions to the newsletter and
constructive comments that improve or refine existing
Standards or policies. Our organization has proven over the
last thirty years that working in concert with our accredited
facilities is the best way to maintain AAAASF as the Gold
Standard in accreditation.



Policy Changes for Surveyors and Facilities

Surveyor Expense Reimbursement Update

Surveyors shall be reimbursed for the following expenses incurred when performing
facility surveys:

- Personal meals and incidentals not to exceed a limit of $100 per day — detailed
receipts are required for reimbursement showing number of meals served. Receipts
that only show a total dollar amount will not be reimbursed.

- Mileage for use of a personal vehicle (rate $0.585). Internet mapping (Google
maps or similar) with to/from addresses documenting mileage is required.

- Standard hotel room for one night (pre-approval by AAAASF accounting depart-
ment for any additional lodging charges beyond one overnight stay is required for
reimbursement). AAAASF will reimburse the average cost for hotel near the location
of the survey. Should you choose to book at an above-standard hotel, the additional cost will be at your expense.

- Basic and reasonable ground transportation costs will be reimbursed. Should you choose ground transportation that
exceeds average costs for the location of the survey, the additional cost will be at your expense.

- Coach or Supersaver airfare will be reimbursed for surveying locations beyond a reasonable driving distance. Airfare
must be booked at least 21 days in advance of travel. If requested to perform an expedited survey that is scheduled less
than 21 days in advance, pre-approval by the AAAASF accounting department is required for reimbursement.

Please Note:

Reimbursement of expenses shall not include the cost of resort or luxury lodging, spouse or companion travel, meals, or
other expenses, limousines, rental of charter aircraft, or other unreasonable costs. All detailed receipts are required for
reimbursement and auditing purposes. Expenses for tolls and other services that may not issue a receipt will be paid at
the discretion of AAAASF. Should you have questions regarding the reimbursement policy, please call the AAAASF
accounting department toll free at 1-888-545-5222.

Facility Payment Policy Update

First, we want to acknowledge your organization’s success in achieving accreditation through AAAASF. We believe that
accreditation is a reflection of an organization’s commitment to patient safety and quality care.

Consistent with the increasingly prevalent trends toward achieving best clinical and business practices, we are continu-
ously reviewing our internal processes that support our programs. Recently, we made adjustments to our invoicing/pay-
ment policies and procedures that we want to make you aware of.

Effective September 15, 2013, accounts not paid within thirty (30) days of the invoice date will be subject to a two
percent (2%) monthly finance charge on the total amount invoiced.

We are committed to providing exceptional customer service, and must receive payment in order to continue to provide
services in a timely manner maintaining the gold standard for which AAAASF is known. Thank you again for choosing
AAAASF accreditation. If you have any questions regarding this policy or your invoice, please call the AAAASF
accounting department toll free at 1-888-545-5222.



Standards Version 14 is Approved for Release

- Tom Terranova, MA - Director of Accreditation

The American Association for Accreditation of Ambulatory Surgery Facilities (AAAASF) is pleased to announce the
approval of the AAAASF Surgical Standards Version 14. This edition of the standards represents the culmination of the ded-
icated work of volunteer clinicians to distill patient safety data, healthcare trends, and comments provided by accredited
facility personnel and surveyors into an improved manual that continues to serve the AAAASF mission of patient safety.

AAAASF encourages all facilities to review the new manual carefully to ensure continued compliance with all standards.
AAAASF does not grandfather existing facilities to exempt them from new requirements and your continued 100% com-
pliance sets AAAASF accreditation apart as the Gold Standard. Careful attention to standards revisions in the pre-survey
period will be even more valuable than usual for avoiding deficiency citations and the headaches that can accompany
corrective action.

One noteworthy revision is Standard 100.010.005, which requires screening protocols for venous thromboembolism (VTE)
risk factors. This standard originated from the peer review and unanticipated sequelae reporting system in which every
accredited facility participates. Data indicates that the most prevalent major risk facing a patient in an accredited facility
is VTE. By adding this standard, AAAASF aims to increase patient safety and demonstrate more conclusively that surgery
in an accredited ambulatory surgery facility is safe and appropriate. This revision is a triumph of the AAAASF accredita-
tion program and a testament to each accredited facility's commitment to patient safety.

As the healthcare system wrestles with the concept of evidence-based medicine, AAAASF accredited facilities can be
proud to be a decade ahead of the curve.

AAAASF will begin distributing Version 14 for use during self-evaluations and surveys in the first half of 2014. Please pay
special attention to the materials that you receive with your next renewal for inclusion of the Version 14 standards. Version
14 does not apply to facilities participating in any of the AAAASF Medicare deeming, Procedural, or Oral and
Maxillofacial Surgery Programs. Thank you once again for continuing to participate in AAAASF accreditation.

The AAAASF Week in Review Takes Off!

The new weekly e-newsletter was launched this spring and was an e
instant success! Thousands of people read and share the articles from ‘
the Week in Review each week. Look for the email every Thursday fea-

Home About Us Standards Patient Safety Programs Contact Us [
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collection of trade related articles gathered for every program that v, |
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gram. Visit our home page (aaaasf.org) to subscribe if you are not
receiving it. Also, check your spam folder to make sure your email pro-
gram is not sending it there!
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OFFICE-BASED SURGERY

Premier plastic surgery TV show attracts strong viewership
Plastic & Cosmetic Surgery Institute
In addition ining a successful practice, which i four consultation
offices in two states, David C. Watts. M.D.. FACS, continues to host a live weekly television show
that has aired 18 consecutive years. Watts, who is an AAAASF board member, says his TV show
A serves to market his practice and to educate the public about plastic and reconstructive surgery.

M | shorethisartice: E1 W B & READ MORE

If you are an accredited facility or clinic and want to be
featured in our Week in Review, please email Allyson@aaaasf.org or
Jaime@aaaasf.org with the details and a link to your web site. Photos

Slug glue: A future with no sutures?

ce Dally
“The materials for stitching up injuries and surgical wounds may have changed over the millennia,

and press releases are always welcome! b o g e P S e 1 i b e
share this artice: 1 W @ &2 READ MORE




AAAASF International Accrediting Clinics in 13 Countries

ACCREDITED

AAAASF P International

australia

Hamilton House Day Surgery
www.hamiltonhouse.com.au

Belgium

Duinbergen Clinic
www.duinbergen-clinic.be

Esthetisch Medisch Centrum 2 (EMC2)
www.emctwee.be

Brazil

Clinica de Cirurgia Plastica Dr Gerson Luiz Julio
www.glj.com.br

Columbia
Alta Estetica Dental - www.clinicaortostetic.com

Calle Doce Clinica Odontologica
www.calledoceco.com

Centro Digestivo Doctores Con
www.gastrocolon.com

Centro Odontoligica VID
WWww.congregacionmariana.org.co

Clinica de Oftalmologia SanDiego, S.A.
www.clinicasandiego.com.co

Clinica Medico Odontologica PROMTA, S.A.
Wwww.promta.com.co

Clinica Oftalmologica de Antioquia S.A.
www.clofan.com

Dental Center - www.dentalcenter.com.co
Grupo Oncologico Internacional, Clinica de
Oncologia Astorga

www.clinicadeoncologia.com

Instituto Antioqueno de Reproduccion Inser
www.inser.com.co

1Q Interquirofanos- www.interquirofanos.com

Odontologia Especializada Laureles
www.oel.com.co

Oralhome - www.oralhome.com.co

Unidad Estomatologica Las Vegas, S.A./Oral Laser
www.orallaser.com.co

each country. www.aaaasfi.org

Costa rica

Advance Dental Costa Rica
www.advancedentalcostarica.com

Clinica Cirugia Plastica Drs. Chacon
www.chaconclinic.com

Clinica de Implantes Dentales
www.implantdentistrycr.com

Clinica Dental Dentavac, S.A.
www.Dentavac.com

Clinica Odontologica Feinzaig
www.clinicafeinzaig.com

Clinica Oftalmologica 20/20
www.oftalmologia.co.cr

Clinica Unibe- www.clinicaunibe.com
Clinica Visualiza- www.clinicavisualiza.com
Clinica Zahha- www.clinicazahha.com

Clinicas de la Audicion C.D.A., S.A.
www.clinicasdeaudicion.com

Costa Rica Imagine Dental
www.costaricaimaginedental.com

Dental Cosmetics Costa Rica
www.dentalcosmeticscr.com

Dr. Alberto Gonzalez / Mydreamsmile.net
www.mydreamsmile.net

Especialidades Dentales Truque-Arguello
www.dentalwhitecr.com

Instituto Flikier de Rehabilitacion Oral
www.dentalinstitutecr.com

Laboratorios J.R. Sanchez S.A. - labjrsanchez.com

Loaiza Y Meneses Especialidades Dentales
www.healthysmilecostarica.com

Luciano Retana Implant & Reconstructive
Dentistry www.lucianoretana.com

Mind and Health Medical Centerwww.mindand-
www.health.co.cr

New Smile Dental Group
drsonrisacr@yahoo.com

AAAASFI accreditation surveys are performed by surgeons and dentists who also understand
local customs and culture. There is a peer-based Global Standards Advisory Committee ready
to review subtle nuances, along with vast differences in AAAASFI Standards appropriate for

Prisma Dental- www.prismadental.com
Sonortica Dent All Group- www.sonortica.com
Sonrisas Factory SAS- www.sonrisasfactory.com
El salvador

Centro Internacional de Cancer
www.centrodecancer.com.sv

Clinica Hasbun- www.clinicahasbun.com
Hospital PARAVIDA- www.hospitalparavida.com
finland

Siluetti - www.siluetti.fi

guatemala

Hazbun Dental- www.hazbundental.net

Lebanon

Beirut Beauty Clinic- www.Beirutbeautyclinic.com
Mexico

Cosmetologia Medica Clinica de Corta Estancia,
SA de CV- www.cosmedclinic.com

serbia

Hospital for Plastic, Reconstructive and Aesthetic
Surgery, Dr.Colic- www.dr-colic.com

South africa

Dr. F.J. Duminy- www.duminy.com
switerland

Poéll Klink- www.swissplasticsurgery.com

SFR Board members:
Robert Singer, MD
Ronald E. Iverson, MD
James A. Yates, MD
Michael F. McGuire, MD
Alan Gold, MD

Foad Nahai, MD
Lawrence S. Reed, MD
Ivar Van Heijningen, MD
Alberto Arguello, MD
Harlan Pollock, MD



Cancer Care Center Focuses on Total Patient Well-Being

Astorga Oncology Clinic - Medellin, Colombia

With 23 oncology specialists in the practice, Astorga Oncology Clinic has become a leading cancer care center with a
growing international profile. Accredited by AAAASF International, Astorga Oncology Clinic offers a range of services
designed to meet the needs of patients on many levels.

From devising a personalized treatment strategy to managing pain, the professional staff at Astorga Oncology Clinic are
focused on total patient care and specialized attention.

The Astorga facilities continue that focus on individ-
ual needs, offering separate areas for patient comfort,
even while maintaining the highest degree of safety
as providers prepare drug therapies on-site.

Astorga Oncology Clinic earned AAAASF
International accreditation in 2012 and is an IPS
Health Service Provider of clinical oncology, hema-
tology, radiotherapy, surgical oncology, bone mar-
row transplant and pain management/palliative care.

Visit their web site:

clinicadeoncologia.com

The ambulatory health care landscape is broad and we want to provide
articles and content that are valuable to our accredited facilities, so
please reach out and let us know what type of practice information you
want to read about. If you or an associate has written a patient safety
related article and you want to share it with the rest of your accredita-
tion peers, please let us know.

The demographic makeup of AAAASF’s population of accredited facili-
ties has evolved over time, and with it the interests and needs of the
accredited population. As we work to protect patients, it is critical to be
aware of the changing medical issues affecting all of those providing
care to the public.

For those practicing in our largest growth specialties such as Infertility,
Gastroenterology, Oral Surgery, Pain Management, Urology, and

Rehabilitation, it is especially important to weigh in. Your participation
is critical to AAAASF’s understanding of your specialty and the best way to ensure that the accredited community can
responsibly maintain a culture of patient safety.

Please email jaime@aaaasf.org to share your thoughts and contribute to ASF publications.



Patients experienced a marked relief
from the pain and experienced some
improvements in their physical func-
tions over 56 weeks. Pain relief was
about 18 percent from the baseline.
The treatment-related adverse effects
were decreased with repeated doses of
tanzeumab administration.

The effectiveness of tanezumab therapy
in patients suffering from lower back
pain was studied in a proof-of-concept
clinical trial. Patients received an IV
dose of tanezumab (200 pg/kg) plus an
oral placebo, an IV placebo plus an
oral naproxen 500 mg twice a day, and
an IV placebo plus an oral placebo.
Among these three groups, the percent-
age of the pain relief from the baseline
was 52, 37 and 29 percent, respective-
ly. The treatment-related adverse
effects in the three groups were 30.7,
18.2, and 22 percent, respectively.

In another clinical trial, the use of
tanezumab for the treatment of intersti-
tial cystitis was studied. Patients
received a single dose of tanezumab
for a period of six weeks. The results
indicated that tanezumab was more
effective than placebo in pain relief.
Reduction in pain from the baseline
was 36 percent for tanezumab and 9
percent for placebo.

A proof-of-concept clinical trial was
also conducted to evaluate the role of
tanezumab in chronic prostatitis and
bone metastases. Furthermore,
tanezumab therapy in cancer patients
who suffer from a pain due to bone
metastases is underway.

In summary, tanezumab is an anti-NGF
that gives relief to moderate as well as
severe pain. Tanezumab therapy is
effective for pain relief for a longer

10

ement

period and without an increase in treat-
ment-related adverse effects. Clinical
trials of tanezumab for the treatment of
osteoarthritis, lower back pain, and
interstitial cystitis indicated that
tanezumab therapy was more effective
in pain relief as compared to the place-
bo treatment.

Dr. Afsaneh Motamed-Khorasani is a
medical and scientific affairs specialist
with a strong background in biomed-
ical sciences, clinical trial/research and
medical/regulatory writing/submission.
She is the president and managing
director of Neometrix Consulting Inc.,
which helps global pharmaceutical and
medical device companies with their
medical and regulatory writing and
submissions as well as medical affairs.

1. ) Neurochem. 2013 Feb;124(3):276-
89. doi: 10.1111/jnc.12093.

Nerve growth factor-mediated regula-
tion of pain signalling and proposed
new intervention strategies in clinical
pain management.

McKelvey L, Shorten GD, O'Keeffe

GW.

Source: Department of Anatomy and
Neuroscience, University College Cork,
Cork, Ireland.

2. Osteoarthritis Cartilage. 2011
Jun;19(6):639-46. doi:
10.1016/j.joca.2011.01.009. Epub
2011 Jan 18.

Long-term open-label study of
tanezumab for moderate to severe
osteoarthritic knee pain.
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A Note from the Acting Executive Director, Theresa Griffin-Rossi

Fall has always been my favorite season. The spectacular display of color heralding that change is in the air reminds
me that we live in a world of stark contrasts. While some aspects of our lives remain constant, others are in a perpetual
state of fluctuation. Change can be stimulating, invigorating and challenging.

As the country begins to acclimate to new models in healthcare generated by the Affordable Care Act, AAAASF stands
at a crossroad where change is inevitable. Over the last several years, the organization has grown exponentially by
adding two Medicare deemed programs for Rural Health and Outpatient Physical Therapy. ASFI, the international divi-
sion of our association, is recognized as the global leader in accreditation, while our existing domestic programs have
steadily expanded, and that growth has compelled the Board to forge a new direction. A key component to our ongo-
ing success has been flexibility and the ability to adapt in a fluid environment. Those sensitive to change tend to adjust
their compass to navigate the best course. This style of leadership has made our mission relevant and our cause note-
worthy.

I’'m sure you’ve heard the old saying, “Don’t rock the boat,” which indicates that most of us find comfort in stability.
While in the midst of internal and external change, AAAASF sets its course steadied by the hand of continuity of our
Board of Directors and Trustees; a group of surgeons, medical professionals and public members whose commitment to
patient safety has established the gold standard recognized around the world. It is the unwavering dedication of a few
unique individuals who have effected change for so many.

The highlight of my career has been to serve this organization for the last 13 years. As [ step into my new role | realize
that many changes have occurred over the years and more are yet to come, but what has remained prevalent is the
leadership that guides Quad A. In that knowledge is the assurance that more great endeavors still lie ahead and | am
energized to be a part of it.

Consider engaging in new opportunities by volunteering your time to serve as a surveyor, committee member, or con-
tributor to this newsletter. | value and welcome your comments, suggestions and feedback at theresa@aaaasf.org

NeWIy Accredited Clinics and ASCs ...continued from page 13

PROGRAM FACILTY NAME CLASS PRIMARY SPECIALTY CITY STATE DIrECTor
CMS Rural Healthcare Woodward Clinic RHC1 Rural Health Clinic Woodward OK
CMS Rural Healthcare Woodward Clinic RHC1 Rural Health Clinic Woodward OK
CMS Rural Healthcare Woodward Clinic RHC1 Rural Health Clinic Woodward OK
CMS Rural Healthcare Woodward Clinic RHC1 Rural Health Clinic Woodward OK
CMS Rural Healthcare JFHW Rural Clinic, P.A. RHC2 Rural Health Clinic Jasper ™
CMS Rural Healthcare ETMC First Physicians Clinic Center Il RHC3 Rural Health Clinic Center X
CMS Rural Healthcare ETMC First Physicians' Clinic Athens RHC1 Rural Health Clinic Athens X
CMS Rural Healthcare BSZ Medical PA RHC2 Rural Health Clinic Jourdanton X
CMS Rural Healthcare BSZ Medical PA RHC2 Rural Health Clinic Jourdanton X
CMS Rural Healthcare Upland Hills Health Clinic Highland RHC1 Rural Health Clinic Highland wi
CMS Rural Healthcare Upland Hills Health Clinic Montfort RHC1 Rural Health Clinic Montfort Wi
CMS Rural Healthcare St. Croix Regional Medical Ctr.- Ingalls/Frederic Clinics RHC2 Rural Health Clinic Webster Wi
CMS Surgical Reproductive Specialty Surgical Center Inc M1C Obstetrics and Gynecology - Reproductive Endocrinology/Infertility |Irvine CA
CMS Surgical Corona Pain Management Ctr MiC Physical Medicine and Rehabilitation - Pain Medicine Corona CA
CMS Surgical Beverly Hills Penthouse Surgery Center Inc M1C Plastic Surgery Beverly Hills CA
CMS Surgical Encino Outpatient Surgery Center LLC M7C Physical Medicine and Ret - Pain Medicine Encino CA
CMS Surgical Del Rey Surgery Center MiC Otolaryngology Marina Del Rey CA
CMS Surgical Oceanview Ambulatory Surgical Center M1C Plastic Surgery Laguna Beach CA
CMS Surgical A&A Surgery Center M1C Internal Medicine - Cardiovascular Disease Victorville CA
CMS Surgical Pacific Specialist Surgical Center, LLC MiC Plastic Surgery San Francisco CA
CMS Surgical Emory Aesthetic Center M6C Plastic Surgery Atlanta GA | T. Roderick Hester, M.D.
CMS Surgical Hemlock Ambulatory Surgery Center, LLC M1C-M | Anesthesiology - Pain Medicine Macon GA
CMS Surgical The Eye Surgery Center of West Georgia, INC M4C Ophthalmology Columbus GA
CMS Surgical Newbridge Surgery Center M2C-M | Anesthesiology - Pain Medicine Waldorf MD
CMS Surgical The Gastro Surgi Center of New Jersey, LLC M5C Internal Medicine - Gastroenterology Mountainside NJ | Marvin Lipsky, M.D.
CMS Surgical Surgiplex, LLC M1C Plastic Surgery Paramus NJ
CMS Surgical Bogdan Surgery Center, PC M1C-M | Physical Medicine and Rehabilitation - Pain Medicine Freehold NJ
CMS Surgical Physician Surgery Center of Albuquerque M2C Ophthalmology Albuquerque NM
CMS Surgical Spring Valley Surgery Center, LLC M3C Physical Medicine and Ret - Pain Medicine Las Vegas NV
CMS Surgical Grand Street Gastroenterology Inc M1C-M | Internal Medicine - Gastroenterology Kingston NY
CMS Surgical Queens Boulevard ASC, LLC M1C-M | Internal Medicine - Gastroenterology Rego Park NY
CMS Surgical Central Ohio Urology Surgery Center, LLC M6C-M | Urology Gahanna OH
CMS Surgical Wilson Creek Surgical Center M5C Otolaryngology McKinney ™
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Update on our CMS Approved Programs for RA/OPT and RHC

Baseball and RA-OPT Accreditation - Gregg J. Altobella, MS CCC-SLP - Director of RA/RHC Accreditation

On behalf of our Rehab Agency (RA) Accreditation Program, I'm pleased to be providing another update to
our consumers and industry. Since our last newsletter, it has been exciting to witness our program expand
by 45% in the number of facilities that have either achieved and/or are in the process of accreditation! An
essential part of our continued growth is the collaborative nature/design of the program, which can also be
compared to a “team” approach. Like many Americans, | assimilate this time of year with our great nation-

al pastime of baseball. To me, what is fascinating about baseball is not only the various player positions
that are required to successfully work together during a game, but also the key elements of the administra-
tive and support staff of the organizations, as well as and the community and fan base that ultimately create a positive
sporting experience.

Several summers ago, AAAASF began collaborating with the National Association of Rehab Providers & Agencies,
(NARA), an industry trade association, with the intent to support the rehabilitation therapy industry with a program that
would engage the various key “players” in the rehabilitation industry that represented physical, occupational, and speech
therapies, as well as the businesses that employ these professionals to their respective communities nationwide. Initially,
this “team” approach allowed for the program to receive CMS deemed status as an Accreditation Organization in the out-
patient rehabilitation therapy industry. The program continues to highlight positive features such as provider support from
the RA Accreditation/AAAASF administrative team and the development of surveyors who are licensed and seasoned prac-
titioners within the industry. Thus far, this has proven to be a winning combination!

Recent data indicates that annually between 4.5 and 5.0 million Americans receive physical, occupational, and speech
therapies individually and/or a combination thereof on an outpatient basis from thousands of practitioners in many loca-
tions across the nation. Furthermore, even in consideration of the numerous industry transforming legislative initiatives,
many sources indicate that the need for outpatient rehabilitation therapy services will continue to rise in relevance and
demand due to the increasing average age of Americans and the importance of functional independence. However, con-
sidering the industry transformation and the trends of the U.S. economy, many outpatient rehabilitation therapy providers
are considering new and innovative ways to efficiently and effectively deliver services of value. Thus, the ever increasing
significance of SAFETY and QUALITY of service delivery (the very cornerstones of AAAASF’s Mission) becomes evident.

It Takes a Village-Urban or Rural

We continue to focus on the development of one of the newest AAAASF programs, RHC Accreditation, and are excited
about the progress. In keeping with the collaborative spirit and intent of the RHC Accreditation program, this summer
we've participated in several state level rural health clinic association conferences as well as engaged in dialogue with
various local groups and agencies to find ways to optimally support the Rural Health Clinic industry. This activity has
allowed us to build upon our understanding of the needs and the value of our RHC Accreditation program.

Over the past several months, this collegial approach has resulted in an 85% increase in utilization of this relatively new
accreditation program. More specifically, 103 Rural Health Clinics in 15 states have achieved RHC Accreditation while
another 30 are in the accreditation process.

According to the 2010 U.S. Census Bureau data, almost 20% of our nation’s entire population is considered to be in a
rural area. More interesting is that the same data indicates that 95% of the total land area in our country is considered to
be of rural classification. When we consider the significance of this data, in conjunction with the vital importance of prop-
er healthcare delivery, it is quite apparent why we believe in the importance of regulatory compliance and safe, quality
service conveyance for Rural Health Clinics.
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Free Standards Available at www.aaaasf.org

ANNUAL FEES FOR AAAASF REGULAR aCCrEDITaTIloN

From the AAAASF Standards Committee:

It has recently come to the attention of AAAASF _ Facility Class

that there may be a degree of confusion among specialists specialties a B, C,C-M
accredited facilities and accreditation consult- 1-2 Less than 2 $750 $1,105
ants as to the current AAAASF requirement for 3.5 Less than 2 $1,045 $1,545
equipment inspection by a biomedical engineer. 3.5 3 or more $1325 $1,820
The Standards Committee would like to take

this opportunity to clear up any confusion. The 6-9 Less than 2 $3,390 $4,100
current AAAASF Surgical, Procedural, Oral and 6-9 3 or more $3,655 $4,360
Maxillofacial (OMS), and Medicare Ambulatory 10 + Less than 2 $4,785 $6,045
Surgery Center (ASC) programs all require at 10 + 3 or more $5,045 $6,885

least annual equipment inspections performed

by a biomedical technician (Standard ANNUAL FEES FOR AAAASF MEDICARE CErTIfICaTIoN
200.070.010 for Surgical, Procedural, and

I
OMS; 200.060.010 for ASC). This requirement

remains i force and any facility that is not in specialists specialties A, B, C-M, C Inspection fee
compliance with the standard will receive a 1-2 Less than 2 $1,655 $3,000
deficiency citation and require corrective 3-5 Less than 2 $2,095 $3,000
action. AAAASF does not have any plans at this 3-5 3 or more $2,370 $3,000
time to remove or reduce this requirement. Any 6-9 Less than 2 $4,625 $4,000
fidVlce to .the contrary |s' mistaken and maY c'all 6-9 3 or more $4,885 $4,000
into question the expertise of anyone providing
such counsel. 10 + Less than 2 $6,570 $4,500

10 + 3 or more $7,410 $4,500

Inspection Fees: $500 for *New Facility (*New Facility refers to a brand new location where no cases have been performed, this inspection is required in Florida,
California and New York for all facilities that currently do not hold state licensure or other accreditation at the time of application.), as well as $2000 for regular,
procedural, or OMS inspections in addition to the annual fee schedule. Medicare inspection fees: Small Facilities (1-5 specialists) = $3,000; Medium Facilities
(6-9 specialists) = $4,000; Large Facilities (10 or more specialists) = $4,500. (Please Note: A separate fee will be charged for the Life & Safety Code inspection).



