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Definition of Pain

« Defined as an unpleasant sensory or emotional experience
associated with actual or potential tissue damage or
described in terms of such damage

« The World Health Organization (WHO) has stated that pain is
one of the most underestimated healthcare problems in the
world...

« Several international health authorities, including the WHO,
and the International Association for the Study of Pain
(ISAP), have promoted the idea that adequate pain

management is a fundamental human right, based GONQUERING
on legal and bioethical rationale BALN
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Merskey H, Bogduk, N. Classification of Chronic Pain: Descriptions of Chronic Pain Syndromes and
Definitions of Pain Terms. 2nd ed. Seattle, Wash: IASP Press; 1994:210.



Challenges of Managing Pain in the Elderly

PAIN IN OLDER PATIENTS



Pain Prevalence

* A US study of 1000 community-dwelling
seniors (mean age 75.3 £ 6.7 years) found
/4% reported pain in past 30 days
— 52% had daily pain
— 26% reported “agonizing pain”

* Analgesic use in this study was correlated
with pain frequency and severity

« 28% in this study reported pain but took no
analgesics

Sawyer P, Bodner EV, Ritchie CS, Allman RM. Pain and pain medication use in community-dwelling older adults. 5
Am J Ger Pharmacother. 2006; 4(4):316-324.



Most Geriatric Patients Have at Least
One Comorbid Condition

82% of Medicare beneficiaries have =
1chronic disorder and 24% have = 4
chronic disorders Hypertension 41%

Arthritis (diagnosed) 49%

Heart disease 31%

Obesity 27%

Any cancer 22%

Diabetes 18%

Sinusitis 15%



Factors that Complicate Pain
Management in Older Adults

* Polypharmacy
— Rate: 9% to 39% of geriatric population
— 81% take >= 1 prescription drug
— 29 % take >= 5 prescription drugs
—42% take >= 1 OTC drug
— 49% take >= 1 supplement

Decision Resources, Pharmacour, Chronic Pain March 2008.



Guideline Gap

* Preventing Medication Errors, Rule #5
states that patients should receive care
based on best-available scientific
knowledge

» Best practice recommendations have
failed to translate to the care of geriatric
pain patients

Herr K. Pain in the older adult: an imperative across all health care settings. Pain Manag Nursing. 2010; 11(2): S1-S10.
Preventing medication errors: Quality chasm series. Committee on identifying and preventing medication errors, 2007.



GAPS in Pain Management
Quality

National Healthcare Quality Report

Agency for Healthcare Research & Quality
U.S. Department of Health and Human 9
Services, December 2003.



Results of Inadequate
Analgesia

* Reduced quality of life

* Decreased appetite, poor nutrition

* Impaired sleep

* Mood disorders, particularly depression

* Diminished function

* Reduced cognitive performance

» Risk of disability, inability to perform ordinary
activities

* May be a form of “elder abuse”!

Pergolizzi J, et al. Pain Practice June 2008 10



FDA Round Table
September 30, 2010

Experts in geriatrics, pain

management and medication safety

Represented many parts of healthcare

— academia, government, health care
plans, consumer advocacy

Discussed challenges to optimal use
of pain medications in older adults

Task: Identify area(s) of focus for safe
use activities

11



Failure to effectively use Insufficient
available procedures and training of

Processes health providers

Challenges

O

Lack of pam Failure to engage, educate,
education and and communicate with
awareness relevant stakeholders 12



Challenges in Managing Pain in the Elderly

Non-steroidal anti-
Inflammatory drugs (NSAIDs)



NSAIDs

Mainstay of chronic pain management
— No stigma, no concern re: addiction
— Widely available

Significant dose-related, age related risks:
— CV, renal, hematologic, Gl, other organ systems

Older patients are at increased risk of AEs

— Drug-induced adverse events may actually lead to
adding more drugs - “The prescribing cascade”

Older patients are more likely to take multiple

medications that increase risk for serious drug-
drug interactions

Pergolizzi J et al. Pain Practice 2010:3:201-213 14



NSAID — Risks in Older Adults

* Gl toxicity especially among = 75 years;
similar to risk of patients with peptic ulcer

« 1.7 x more likely to require antihypertensive
therapy vs. younger patients

* 10 fold increase in risk of falls
— Suspicion that CNS effects are the cause

— Falls also linked with CNS agents, diuretics, and
hypnotics

Stillman MJ, Stillman MT. choosing nonselective NSAIDs and selective COX-2 inhibitors in the elderly. Geriatrics. 2007; 62:26-34

Walker,PC, Alrawi A, Mitchell JF et al Medication use as a risk factor for falls among hospitalized elderly patients. Am J Health
Syst Pharm. 2005 Dec 1;62(23):2495-9.

Hageman, J, van den Bernt, BJ, Dugsens J van Limbood J. NSAIDs and the risk of accidental falls in the elderly: a 15
systematic review. Drug Saf. 2009;32(6):489-98.
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Addressing the Challenges
B
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Effectively use
existing processes and procedures




Effectively use existing processes and
procedures

* Prescribing decisions: key considerations:
— Efficacy of the agent in older patients
— Likelihood of adverse drug events
— Appropriate dose, formulation, delivery
— Ability to monitor for adverse events
— Other drugs the patient is taking

 Take time to discuss harm/benefit with
patient

Woodhouse KW, O’Mahony MS. Frailty and ageing. Age Ageing. 1997; 26:245-246
Schmader KE, et al Treatment considerations for elderly and frail patients with neuropathic pain. Mayo Clin Proc. 2010;
85(3)(suppl):S26-S32.



Table 1. Prescribing nonsteroidal anti-inflammatory drugs (MNSAIDs)
in older adults: general considerations

+ Before prescribing an NSAID, clinicians should take a thorough
medical history that includes all co-morbidities, medications
(including over-the-counter and herbal medications) and alcohol
and tobacco use

+ Before beqginning therapy, patients should have tests for renal
function, hepatic enzymes, platelets, and complete blood count

— Contraindications for NSAIDs include heart failure, creatinine
clearance = 50 mL=min, hyponatraemia, hypovolaemia, nephrotic
syndrome and liver failure with ascites

« After initiation of NSAID therapy, patients should be evaluated
every 2—4 weeks for the first three or four visits

+ MSAIDs should be administered at the lowest effective therapeutic
dose

— Brief episodic NSAID therapy is preferable to long-term NSAID
therapy

— NSAIDs with a short half-life may pose less risk of
gastrointestinal bleeding than those with a longer half-life

— Topical NSAIDs are an option for patients with pain in superficial
Joints
— Tramadol or ramadol-paracetamol (acetaminophen) is an

alternative to stronger opicids when central analgesia is required
and NSAIDs are contraindicated

« Patients receiving NSAIDs should consult a physician before taking

additional prescribed or over-the-counter analgesics ,
Barkin et al



Revised AGS Guidelines

* Recently updated American Geriatrics Society (AGS)
Management Guidelines for older patients with persistent
pain recommend that:

« NSAIDs and COX-2 inhibitors should be considered
rarely, and with extreme caution

Pharmacological Management of Persistent Pain in Older Persons

Asmerican Geriatrics Society Parel on the Phanmacological Managemert of Persistent Pairn in

Clder Persans
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Ickowicz et al. Pharmacological Management of Persistent Pain in Older Persons.
American Geriatrics Society Panel on the Pharmacological Management of Persistent
Pain in Older PersonsAUGUST 2009-VOL. 57, NO. 8 JAGS



Addressing the Challenges
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Health care provider education
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Provider Education

 Facts

— Geriatric pain patients typically present with multiple co-morbidities
requiring treatment.

— Scarcity of published data relating to chronic pain in elderly
— Geriatric pain is often undertreated or not treated at all
— Increased specific training in analgesia, geriatric care is needed

* Drug interactions

— Exposure to potential drug-drug interactions is likely underestimated
by prescribers
» 26% rate of exposure in chronic low back pain population
« 26.5% rate of exposure among general elderly population

— We need to reevaluate our approach to the treatment and
management of pain in the elderly

Pergolizzi J, Labhsetwar S, et al. Pain Practice Article first published online: 26 AUG 2010 22
FDA Promotes Safer Use of Analgesics in Older Adults With Chronic Pain Kuehn JAMA.2010; 304: 1883-1884.



Addressing the Challenges
I
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Engage and educate patients
and caregivers

23



Educate and Engage Patient/Caregiver

* The importance of analgesia
— Acute to chronic pain transition
— Risk of depression and mental health issues
— Risk of impairment

 Importance of a complete medication history

— Concurrent medications/supplements are rarely
disclosed to physicians

— May not be perceived as important
— Encourage OTC/supplement disclosure

FDA SUI Meeting 30, September 2010



Addressing the Challenges
T
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Engage, educate, and communicate
with relevant stakeholders

25



Engage Relevant Stakeholders

* |dentify the variables and factors that influence a
patient’s perception of pain and attitudes about
pain treatment

« Address how older adult patients receive health
iInformation

 Encourage and facilitate training of HCPs In
treating pain in older adults

* |dentify interventions that were shown to be
successful

* More studies to address the effects of drugs In
older individuals

FDA SUI Meeting 30, September 2010



IMPLEMENTATION

Ignite

Inspire

Engage

Excel

Blue Sky approach towards implementation
Organic growth

Achievable realistic outcomes

27



Consensus Manuscript

BEACON: BEst prACtices Of safe NSAID use

« SUI Steering Committee to conduct a
guantitative systematic review of the
literature related to best practices for NSAID
safe use.

* Provide critical insight into established safe
use processes.



Principals of the Program
KISS Principle:

1. A Healthcare Provider and
Patient Orientated Approach

When it comes to NSAID use:

Healthcare providers need to ask
about usage

Patients need to take about usage
‘Do ask, Do tell” policy

2. Web-based — medically edited
we site that provides product
centric listing of NSAID safety

3. Bee Safe E-learning modules for
patients and healthcare provides.

©Copyright ACPP 2010 .
http://associationofchronicpainpatients.org

29



Medical Early Adopters, LLC
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SUPPORT TRIAL : Safe Use Pilot PrOgRam in The elderly

*Pilot program designed to assess baseline knowledge, Attitudes and Practices (KAP)
related to safe use of NSAID's in the elderly

*Patient centric self reported medication use of NSAID's collected on portable
propriety e-health card platform

*NSAID Utilization Information is inputted by the patient and monitored by Healthcare
Provider (HCP)

*Program contains a modular based Safe Use NSAID educational program for
patients and caregivers

*Tangible outcome measurements on utilization and K.A.P. related to NSAID’s

NEMA Research Inc.



MEDPEDIA: SAFE USE INITIATIVE COMMUNITY AND ORGANIZATION

Medpedia is an open platform connecting
people and information to advance medicine

Medpedia Editors are physicians and Ph.D.s
in the biomedical field who have each had
their credentials carefully checked and
verified. They are responsible for writing,
editing and overseeing the content on the
medical encyclopedia portion of the Project.

Medpedia Organizations allow health-
related associations, companies, hospitals,
working groups, and organizations to
network and communicate with each other.

Medpedia Communities allow people with -l\")l- I-Ij |_:_| P ED];‘L
BETA

common health interests to share
information and communicate. Anyone may
create a community of interest and anyone
may join.
www.medpedia.com 31



ACTION PLAN

Safe Use Initiative, through which FDA seeks to join in partnership and
collaboration with relevant stakeholders to measurably reduce preventable
harm from medications and improve patient health. 32



IMPLEMENTATION

Assuming there exists an openness to
collaboration:

 How could or would you or your
organization be able to contribute?

* What can you or your organization offer as
a stakeholder?

* WWho else do you think needs to be
involved?






Thank you ...




S

OPEN DISCUSSION TIME
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