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Outline

* What is conservative prescribing

— 24 Principles for more judicious, careful
rational drug use
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Outline Outline

* What is conservative prescribing * What is conservative prescribing
....and dispensing, ...and counseling ....and dispensing, ...and counseling
— 24 Principles for more judicious, careful — 24 Principles for more judicious, careful
rational drug use rational drug use

* Role for pharmacist, pharmacy in this
new paradigm
— Benefits for patients and pharmacist
— New thinking and roles
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[ Beneficial

[T Likety to e beneticial

I Tiade-off between benafits and harms:
[ uniieaty 10 be beneficial
-Lmhnmummu

5%

Effects f 2000 reparted in i i
Clinical Evidence. This does not indicate how are used in
samtings or ther effectvensss in indnvidual patients.

"The usefulness of any source of information is equal to its relevance, multiplied by its
validity, divided by the work required to extract the information

"Clinical Evidence presents the dark as well as the light side of the moon."
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U.S. Deaths from Vioxx
More than Vietnam War

1/1999--9/2004: 106.7 million rofecoxib prescriptions in US

— 17-6% were high-dose, mostly to older patients

In 2 Merck-sponsored randomized trials: 2.25 relative risks for AMI

— 5x for high-dose rofecoxib and 2x for the standard dose

— Background rate AMI control NSAID users varied from 7-9 per
1000 person-years in CLASS1 to 12-4 per 1000 person-years
in TennCare.

Using Merck studies relative risks w/ these background rates

88,000- 140,000 excess cases serious coronary disease in US

Using US national case-fatality rate-44%,suggests thousands of

deaths attributable to rofecoxib use (~38,000-61,000)

Graham Lancet 2005

PARTNERS’
H DATA
i Brownstein
i PLOS 2007
10 4 \
Rolecon i Introduced | -_Nolm-nmmm
|
|
54 1
| \
|'.I I|
04 . Y ALYy . ] —
1987 1998 195% 2000 2001 2002 2003 2004 2005 2006
Year
Figure 1. ; (CUSLIMI chart of i 4 due 1o myocardial infarction from January 1,

20, 2006, Assigring 1997 and 1998 a5 a baseline period, a target mean of 47.1 hospitalizations due to myecardial infarctions pd

a standard deviation of 28 per 100,000.The threshold for CUSUM was calculsted a5 1,18, yielding an average-nan-length of 50 (dashd
abeqaion, fao candard deacions fiom baceline, Cigally gesecied o lareian of 2000 b 2 CUSINS walie of 137 aod

Womens Health Initiative (WHI) Estrogen Rx

Relative risk  Change in number of events
Adverse event o

95% Cly per 10,000 women in one year
Breast cancer 1.2 (1.00-1.59) 2 more
Heari disease 1.29 (1.02-1.63) 7 more
Stoke 14t ior1as & more
Pulmonzry embolism 2,13 (1.29-3.25) 3 more
Colorectal cancer 0.63{0 43092 & fewer
Hip fracture 085 (D 450 58) & fewver

64 30000
B
62 F
I 25000
60 4
£
g .m'g
£ %7 >
a§ b
T o 51 + 15000
- R
b 1 3
S e §
b 10000
: 52 4
T F 5000
50 <
a8 + 0
NEJM 2007

EW ENGLAND JOURNAL of MEDICINE

SPECIAL REPORT

The Decrease in Breast-Cancer Incidence

SUMMARY

: 5% per yean, @ © s par
An initial analysis of data from the National Cancer  ticularly evident among women wheo were 50 years

Institute’s Surveillance, Epidemiol and End Re- of age or older* (Fig. 1). Changes in reproductive

sults (SEER) registries shows thar the age-adjust-
ed indidence rate of breast cancer in women in the
United States feil sharply (by 6.7%) in 2003, as

factors, in the wse of menopausal hormone-
replacement therapy, in mammographic screening,
in environmental exposures, and in diet have all
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sles of Conservative Prescribing

A. Think beyond drugs

 Consider, learn prescribe nondrug rx such
as diet, exercise or physical therapy

« Look for and treat underlying causes
rather than just masking symptoms with
drugs

¢ Prevention rather than just treatment of
advanced disease.

Thinking beyond drugs

* 1. Seek non-drug alternatives as a
first rather than as a last resort.




Drugs: What else can you do

* Hypertension
* Pain

¢ Insomnia

* Anxiety

* Worry
 Arthritis

* Overweight
« Lipids

« CHF

* Asthma

* Headaches
» Fatigue

* Neuropathy
* Infections

Successful outcome (%a) with topical NSAID
(LL VR

O Topical NSAIDs in chronic
(o] musculoskeletal pain
80-
Randomised double-blind
studies of topical NSAID
compared to topical placebo for
two-week outcome of successful
treatment. Inset scale shows size
of individual trials

4 trials (1,502 patients)
Mean placebo response rate
26% (7%-78%)

Mean treatment response
48% (2%-90%)

T T T T
20 40 60 &0 100

Sucecssful outeone (%) with topical placebo

Mason et al. BMC Musculoskeletal Disorders 2004

Diagnose rather than mask sx

e “Arthritis” pain --?-> statin related
--?-> celiac sprue
--?-> work-related trauma

e Impotence  --?-> pituitary tumor
--?-> drug related
--?-> marital discord
¢ Allergies --?-> environmental causes

(plant, pet, shampoo)

Ilingis Council of Ilealth-System Pharmacists 2013 Annuoal Mecting
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« Worry

Drugs: What e

Hypertension
Pain
Insomnia .
Anxiety

Arthritis |:> M
Overweight .
Lipids
CHF
Asthma *
Headaches .
Fatigue

Neuropathy
Infections

Ise can you do?
Diet modification
Exercise

Lifestyle changes
Supportive counseling
Smoking cessation
Meditation

Orthotics

Physical therapy
Accupuncture
Relationships
Allergen removal
Surgery

Topical Rx

Thinking beyond drugs

» 2. Consider potentially treatable

underlying causes of problems rather

than just treating the symptoms with a

drug.

Ilinois Council of Llealth-5ystem

Pharmacists 2013 Annual Meeting

Thinking beyond drugs

» 3. Look for opportunities for

prevention rather

than focusing on

treating symptoms or advanced

disease.

Iinois Council of [ealth-System

Pharmacists 2013 Annual Mecting
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Figure 2. Cumulative Incidence of Diabetes According to Study
Group.
The diagnosis of diabetes was based on the criteria of the
i Diabatas A iation.” The incid of diabetes dif-

fered significantly among the three groups {P<0.001 for each
comparison).

Diabetes Prevention Program Research Group. (2002). Reduction in the incidence of type 2 diabetes with lifestyle intervention or

metformin, NEJM, 346 (6), 393-403

B. More strategic prescribing

« Learn just a few drugs, learn well

« Defer drug treatment if drugs can be safely
started after a trial of non-drug therapy

Avoid frequent/unwarranted drug switching
< Be circumspect about unproven drug uses
« Whenever possible, start only 1 new drug

3 Annual Meeting
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Life-years gained from coronary heart disease treatments and changes in
population risk factors, by age and sex in England and Wales, 1981-2000.
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Figure 2, Cumulative Incidence of Diabetes According to Study
Group.,

The diagnosis of diabetes was based on the criteria of the
American Diabetes Association.” The incidence of diabetes dif-
fered significantly among the three groups (P<0.001 for each
comparison).

Diabetes Prevention Program Research Group. (2002). Reduction in the incidence of type 2 diabetes with lifestyle intervention or

metformin, NEJM, 346 (6), 393-403,

Practicing more strategic prescribing

* 4. Use the “test of time” as a diagnostic
and therapeutic trial whenever possible

013 Annual Me
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Deferring to later time

« Reassurance and open
door w/ option to start rx
later

¢ When is this just as
efficacious?
— Otitis media w/ effusion
— Sinusitis-even bacterial
— Back-pain
— Selected cancers
— Need for research

innis Council of ealth-System Tharmacists 2013 Annunal Meeting

IDSA GUIDEL

IDSA Clinical Practice Guideline for Acute
Bacterial Rhinosinusitis in Children and Adults

Anthwrry W. Chow," Michas] 5. Bonninges.” izhok Brook.” Jen L Browk,* Elfic J. C. Goldstrin,"* Lowri A, Hicks™
Grorge A Paskey. " Milched Selernick, Gregary Valtaen " Hien . Wald,” sed Themas M. File Je't 4

Evidense-based guidelines for the diagnosis and initial managsnsent of suspested acuts bacterial rhinosinusitis
in adulis and children were prepared by 3 multidisciplinary expert panel of the Infectious Diseases Sacicty
of America comprising clinkians and lavestlgaars representing Internal medicine, pediatrhes, emergency
medicise. slolarymgology, public heslih, epidensiology, and adull and pedasteic infedios diseae specalties.
Recommendations far disgnasts, lsbaratory nvestigarion, snd cmpirc antmicrabial and sdjuncive therapy
were develaped.
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Practicing more strategic prescribing

* 5. Use only a few drugs and learn to

use them well.

Illinois Council of Llealth-5ystem Mharmacists 2013 Annual Meeting

Learn a few drugs well

« Master dosing, adverse effects,
interactions, even pill appearance
prevents errors

Ilingis Council of ITealth-System Pharmacis 3 Annual Meeting

Practicing more strategic prescribing

* 6. Avoid frequent or “impulse”
switching of drugs without clear,
compelling evidence-based reasons.

is Council of [lealth-System Pharmacists 2013 Annual Meeting




Practicing more strategic prescribing

» 7. Be skeptical about “individualizing”

therapy

IMinois Council of Tealth-5ystem Pharmacists 2013 Annnal Meeting,

Practicing more strategic prescribing

» 8. Whenever possible, start only one

drug at a time.

Llingis Council of Health-5ystem Fharmacists 2013 Annuoal Meeting

« How can you interpret adverse event?
¢ Even if improves: which drug to attribute
« Ignorance of drug-drug interactions (DDI)

* Fixed drug combinations a problem here?

Ilingis Council of Ilealth-System Pharmacists 2013 Annuoal Mecting
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“Individualized” therapy?

¢ Claim that results only apply to
“average” patient, not yours

« Industry way to dismiss disappointing trials

« Ad hoc empiric unscientific trials fraught
with error and hazards

* Yes, when drives precaution
— Geriatric, liver disease, low literacy

Ilinois Council of Tealth-5ystem Mharmacists 2013 Annoal Meeting

Treat Everything at Once?

* HBP

* Headaches

o UTI
Trichomonas

* Dyspepsia
Onychomycosis

..... all on 1stvisit

Illinois Council of Llealth-5ystem Mharmacists 2013 Annual Meeting

C. Heightened vigilance
for adverse effects:

Suspect drug reactions when patients
report problems

Educate patients about side effects so
they can anticipate and report reactions

» Be aware of dug withdrawal syndromes

Ilinois Council of [lealth-System Pharmacists 2013 Annual Mecting
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Vigilance w/ adverse effects Suspect new & old drug reactions
» 9. Have high index of suspicion for * No matter how weird or unlikely

adverse druq effects

IMinois Council of Tealth-5ystem Pharmacists 2013 Annnal Meeting, 7 Ilinois Council of Tealth-5ystem Mharmacists 2013 Annoal Meeting

Table 3. Rates of Adverse Drug Events.*
Suspect new & old drug reactions Adverse

Variable Events Event Rate

« No matter how weird or unlikely " PR e [100patients

Total adverse drugevents 131 7.4
 Consider possibility that unreported Severity
— Heroes —discovery of ADRs not just of new drugs Fatal or life-threatening 0 = Gandhi NEIM

Serious 24 (13) 6 2003
Significant 157 (87) 73.8

Preventability
Amelicrable 51(28) 7.7
Preventable 0(11) 3.0
Not preventahle 110 (61) 166

Serlous and preventable 11 (&) L7

or ameliorable

I ': D R Generic Questions — All Medications
SINCE STARTING THE MEDICATION HAVE YOU HAD ANY NEW OR WORSENING

Calling for Earlier Detection of Adverse Reactions PROBLEMS WITH:

= Stomach or intestinal problems?

= Nausea/vomiting
* Diarrhea

LR B . . ,
i Project Investigators & Staff s
——— e = Stomach pain
: Clinicians

= Heartburn
Gordon Schiff, MD (P1)
Jennifer Haas, MD MSc (co-Pl)

&‘Rr = David Bates, MD MSc (BWH CERT PI) = Memory problems
= ._._s > Alejandra Salazar, PharmD, RPh (Pharmacist) + Confusion

Jose Figueroa MD, MPH (Resident)

Problems with memory or confusion?

Muscle aches?

Administrative/Support = Skin rash?

Elissa Klinger, MS (Project Manager) = Dizziness or problems with balance?

= Frequent headaches?

= Problems with sexual function?

¥ Have you gained or lost more than 10 pounds?




Vigilance w/ adverse effects

+ 10. Educate patients about possible
adverse drug reactions to ensure they
are recognized as early as possible.

Ilinois Council of Ilealth-5ystem Pharmacists 2013 Annuoal Meeting

Can MDS Warn of Potential Side Effects
w/out Fear of Causing them?

» RCT discharge education for pts receiving
scripts for ACE-I, NSAID, TMP/SMX

— 2 intervention, 2 control firms U Wisc
* Interviewed by phone 14 days later

 No difference incidence targeted side effects
between 2 groups (38% vs. 37%)

Lamb Arch Intern Med 1994

Ilingis Council of Ilealth-System Pharmacists 2013 Annuoal Mecting
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Worry about drugs,
not about warning patients

« MDs fall to discuss risks 65-91% of time

 Fears that would “scare off compliance”
misguided and unfounded.

« Early recognition far outweighs risk of
suggestion

Ilinois Council of Llealth-5>ystem Fharmacists 2013 Annual Meeting

Vigilance w/ adverse effects

11. Be alert to clues that you may

be treating withdrawal symptoms.

Ilinois Council of [lealth-System Pharmacists 2013 Annual Mecting
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D. Caution/skepticism new drugs.

Table 3. Comparison of Proportion With Heartbumn, Acid Regurgit + Seek out, use unbiased info sources
« Wait until drugs have sufficient time on
= Plac
Week i it lacebo (n'= 59 market to be proven to be safe
0 . E:ggz; o Egj gg; « Be skeptical about surrogate markers of
s 15.3% (9/59) 5.1% (3/59) benfeflt (such_as improving a lab test)_
10 22.0% (13/59) 6.8% (4,/59) * Avoid stretching indications to pt or diseases
11 22.0% (13/59) 5.1% (3/59) different than those in trials
12 20.7% (12/58) 1.7% (1/59) + Avoid seduction by elegant molecular
NOTE. Score >2 corresponding to SYmptoms causing at least mild discor] pharmacology w/out proven benefits

» Beware of trial selective reporting.

REIMER, GASTROENTEROLOGY 2009

LﬂPUELIEEITIZEN Your expent, independent second opmion for

Skepticism towards new drugs Worst PI"S Best P|||5

Heme | SEArER | HEcentIostngs | Glossary

e 12. Learn about new drugs and new
indications from trustworthy, unbiased o tone Viersus Hydrochlorothiazide for
sources, independent drug bulletins,
and colleagues with reputations for
integrity and conservative prescribing. 05 afotin more thon  qvarte o sl s and twe-thrde o adults 0 60 or oklr

It Is o major risk tactor for tne development of heart attacks, strokes, kidney disease
and ci ion disarders. Appe three-quarters of adults with hypertension take
micdication to lower their blood pressure.[2]

Warst Fills Hest Fills Newsletter article July, 2013

Hor most patients whose blood [\l’\?SSlHE cannot be controlled through lifestyle
interventions — such as changing one's diet (decreasing sodium and fat intake,
Increasing potessium end fiber intoke), cx:rdalnu regularly, losing welght, restricting
alcohol consumption and quitting smoking[3].[4] — a thiazide diuretic (water pill)
should be the nitial drug of chuice. Two of the most frequently used thiazide divretics it
palienils wilhy high blood presson are bydeoshilorolbiseide {ORETIC, MICROZIDE) and
rhilThalilove (THALTONEY

11
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23 Years Ratings New Drug “Advances”
by Prescrire (1981-2003)

Rating # %
Bravo 7 0.2%
A real advance 77 2.7%
Offers an advantage| 217 7.6%
Possibly helpful 455 | 15.8%
Nothing new 1,913 | 66.6%
Not acceptable 80 2.8%
Judgmentreserved [ 122 4.2%

Total 2,871 100
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Skepticism towards new drugs

« 13. Even if seemingly safer or more
effective for a particular indication,
don’t be in a rush to use new drugs.

P as of and indi the last 10 years (a)
2003 Z004 005 2008 Z00F Z00S ZO0S I0i0 FoiT  E0NZ
(1] (1] {1} i i i) i) i) i) {1}
4 o 1 1 2 ¢ o 1 e im
5 & 4 2 14 & 3 3 3 3
23 iz il 3i 2T Z5 id rrd i3 4
34 i 36 8% il o7 Bz 45 33 &2
T T S L N T
Total 78 70 B4 135 141 120 184 97 @2 82
I ORIGINAL CONTRIBUTION
Timing of New Black Box Warnings and
Withdrawals for Prescription Medications
Karen E Lasser, I, MPH Comtant Recently approved drugs may be mors Miely 1o have unvecognized ad-
MPH verse drug reactions (ADRS) than established dnugs, bt no recent studies hinee.

examined how frequently postmarketing surveilance kenttfies Important AR,

ler, MIL MI*H
2 Objective To detemine the frequency and tining of discovery of new ADRS de-
in, MDY serbedd in black how wamings or necesitating withdeawal of the dnug from the market

Sidmer M. Wolfe, MIY Dasign and Exaeninuaticn of the Py sicians' Deesk R fenerce for allnew chemi

Thavid H. Bor, MIY eal entities sy the US Food and Dnsg Adeinistration btween 1975 and 19858,
and all drsgs withdraswn from the market between 1075 and 2000 (with or without 2
5 poor black b warming)
rhbea Maln Outcome Measures Freguency of and tene o a mew black bos warning or
e deug withdrawal
- Resuts A bota of S48 mew chermiscal entitis wees spproved in 16751999, 56 (10.2%)
td accuned 3 new hlack box warnng or wene withdrawn. Fortysfree dnsgs {8 3% ace
- quied 1 of mofe black Box wamings and 16 (2 5% ) were withdrawn from the mar:
ke, In Kaplan-Meier arilyses, the essimated probabslity of acquiring a new biack bax
waming o being withdrawm from the market over 25 years was 20°%. Bighty-one ma-
o 1 or mare black bax wamings per drug, or dug withdrawal. In Kaplasr
Wusier analyses. hal of thess chamges ceurmed within 7 years of dnsg imtroduction.
* hualf of the withdeawaks occurred within 2 years.

Serioun ADR fter Fuod and Drug
approval, The safety of new agents cannct be known with certainty undd a dnag has

porting may delay detestion of post
i hctineg ADRs oo than 1% of al

Skepticism towards new drugs

» 14. Be certain the drug actually
improves patient-centered clinical
outcomes, rather than just treating or
masking a “surrogate marker.”

12



— Blood pressure

Surrogate Endpoints

— Serum Sodium

9/5/2013

Clinically Relevant Endpoints

« Mortality or survival benefit

« Clinically important change experienced
directly by the patient

IMinois Council of Tealth-5ystem Pharmacists 2013 Annnal Meeting,

—HbA1C — CD4 count

— Serum Glucose — HIV Viral Load
— Serum cholesterol —-FEV1

- HDL — Albuminuria

— Hemoglobin — Tumor markers
- PVC’s — Tumor size

— Cardiac output — Composites

— Reduced pain
— Improved functional status
— Improved quality of life

CAST

Suppression PVCs
increased risk of sudden
death

CONCORDE

Improving CD4 w/ AZT did
not improve HIV pts’
survival

CREATE

CHOIR and

Higher Hb levels w/
erythropoietin worsened
dialysis pts outcomes

ENHANCE

Vytorin combination more
effective in lowering lipids
but no clinical benefit

B Dwath from Any Cause

Subgroup

ACCORD Trial NEJM 6/12/08

No. of Mo of
Patients Events

1 O Y
11

Ilinois Council of Tealth-5ystem Mharmacists 2013 Annoal Meeting

ACCORD

More intensive A1C lowering
worsened outcomes in type 2
DM; Increased risk death
overall and CV

ADVANCE

Tighter control did not reduce
cardiovascular events

VADT

No significant decrease CV
events with tighter glucose
control over 7.5 yrs

NICE-SUGAR

Intense glucose control
increased mortality in adult
ICU patients.

10

B Death from Cardiovascular Causes

Standard therapy 899 833
Intensive therapy 892 828

_______ Standard therapy
Intensive rherap;:
T 08
z
a 06
g 0.6
=
=z 049
3
& 024
P=0.26
0.0 T T T 1
o 2 4 [ &
Years
No. at Risk

797 767 724 835 320 75 0
786 746 713 646 337 85 0

VADT Trial NEJM 1/8/2009
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Table 2. Hypoglycemic Episodes.®
Standard Intensive
Therapy Therapy
Variable (N=899] (N=3282)
no./100 patient-pr
Episcdes with impaired consciousness 3 9
Episedes with complete loss of consciousness L 3
Mocturnal episodes 44 152
Total episodes
With symptoms 383 1333
Without symptoms 49 233
Relieved by foed or sugar intake 421 1516
Measurement of bloed glucase during episade 348 1392
With decumented blood glucose <50 mgjdl 52 203
(2.8 mmolliter)

. * P=0.001 for all differences between the two groups.

9/5/2013
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Jhe Pedicy Saurnal af the Health Sphere —
Surrooate Endnoints And FDA’s
SHOLT I pPURIILS S 1A S

Accelerated Approval Process
The challenges are greater than they seem.
by Thomas R. Fleming

ABSTRACT: There is interest in approaches allowing more rapid availability of new inter-
ventions, particularly for diseases providing risks of death or serious iliness. The acceler-

o ¥ process is 10 address this need by allowing marketing of
intarventions shown to have strong effects on measures of biological activity, if those mea-
sures are potential “surrogates” for true measures of tangible clinical benefit. To use surro-
gate endpoints and the pproval process, ch: issues must be ad-
dressed to avoid compromising what is truly in the best interest of public health: the

reliable as well as timely evaluation of an intervention's safety and efficacy. [

Current FDA issues with
Regulation of Surrogate Endpoints

e Cancer Drugs: Objective Response Rate (ORR)

» Accelerated approval (1992)
— Formal acceptance of surrogates
— Endpoints “reasonably likely to predict clinical benefit”

— Early marketing approval contingent upon post-marketing
studies confirming clinical benefit

Afier 14 gol CTx Eefore surgarny

i

=T

Wieder J Nucl Med 2005

Tabds 1. Accalarated spprovals baned o randomied trislt® 2011

Frodust Duin ol acceherated approval

Acceleratvd approval md

Toble 2. Arceicrated apoeoval based OR snge.om tisks* INCI 2011
Wate gl acerleaied Nasrle ated apgra;
Product approval Indication wndpint (s}




o JNCI 2011

Product appeoval Incation

Comment

Creeping Indications
Creeping Populations
« What is precise population studied and
therapeutic niche

» Not just triptans for headaches,
neurontin for pain

* When should these drugs be used

Ilineis Council of ITealth-System Fharmacists 2013 Annual Meeting

Designer drugs

« Allopurinol — 15t designer drug. No side
effects since natural purine analogue

9/5/2013

Skepticism towards new drugs

* 15. Be vigilant about “indications
creep.”

Ilinois Council of Tealth-5ystem Mharmacists 2013 Annoal Meeting

Skepticism towards new drugs

* 16. Do not be seduced by elegant
molecular pharmacology or drug

physiology.

Ilinois Council of Llealth-5>ystem Fharmacists 2013 Annual Meeting

P-0.02

Gentamicin-collagen sponge

Prabability of 551

=1
&
&
=-

Duays afler Surgery

Figure 2. Kaplan—Meier Extimates of the Number of Days from Surgery
te Surgical-Site Infection (S51) within the 60.Day Posteperative Period,
According to Study Group.
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Table 1. Surgical Eite Infoction [E21] and Stk p End Points through P By 88, According bo
Studdy Group.=
Gentamicin-Collagen control
Characteristic Sponge (N=300) iN=307) P Value
Intention-to-Lreal analysis
551 — no. of patlents (%)
Ay [prienary end paint) o0 (300) 53 (204) 001
Surgically treated 71 (3.7} 43 (16.2) 002
Superfucial &L (0.3} 41136 0.03
Deep EF) 18 [0y D26
Crgan space 4(13) 4(1.3) 1.00
ASEFSIS scoret 017
Madan w we
[=0} 0.0-10.0 00=-4.0
Rehospitalization for 551 no. of patients (%) (7.0 13 (4.3) 015
Vasit tes ER e prhyrsirinm feur weisnel.swlstesd sign s syemptem 57 (197) (100 0
— na. of patiers froal no. (36)
Postoperative hos pital length of stay — days G.0 [5.0-8.0) 6.0 [4.0=5.0) 044
Btediar
IR

Gastrointestinal Toxicity With Celecoxib vs
Nonsteroidal Anti-inflammatory Drugs

for Osteoarthritis and Rheumatoid Arthritis
The CLASS Study: A Randomired Controlled Trial

e

Siverstein, F. et al. (2000). Gastrointestinal toxicity with Celocoxib vs NSAIDs for osteoarthritis and rheumatoid arthritis.
JAMA 284 1247-1255.

[ Published, agrees with FDA decisian
@ Published, conflicts with FDA decision
B Not published

A Studies (N=74)
FDA Decision

Positive 37
(N=38) (979)

R —

Questionable | &
(N=12) |{50%)

MNegative
(N=24)

T T T T T T T 1
V] 10 20 30 40
No. of Studies

9/5/2013

Skepticism towards new drugs

* 17. Beware of selective reporting of

studies.

JAMASARCHIVES | Scicct Jounsa u Acsoues Bl << |

8
SLARCHE

Insfbuion Stnger
INFORMATION FOR: | Authorn T
TAELE OF COMTENTS &

| Leters Gnline Features

Repaorting of 6-Month vs 12-Month Data in a Clinical Trial of -

E
e
Celacoxib =

o the editor: The suthors of the CLass wial® reported that celecosd caused fewer
symptomatic ulcars and ulcar complications than did diclofanac or buprofan at & manthe of - Ve
fligw-up,* We are concamed that subsequent information from the trisl, which is availstie
on the US Food and Drug Administration (TDA) Web site,” appears to contradict thase
conclusions. As doscribed on the FOA Wb site, the publishod CLASS trial differs from the
onginal protocol in prmary cutcomes, statistical analysis, tnal duration, and conclussons.* #
In particular, the unpublished data show that by week 65, celecond was associated with a o
similar number of uicer complications a5 dickofanac and ibuprofen.”

E. Work w/pts for shared agenda

« Do not automatically accede to requests for
drugs pt heard advertised

« Consider non adherence before adding rx
Avoid restarting previously unsuccessful drugs
« Discontinue meds not needed; not working

» Respect pt' own reservations about drugs

16



Work w/ patient for a shared agenda

» 18. Do not hastily or uncritically
succumb to patient requests for
drugs, especially drugs they have
heard advertised.

IMinois Council of Tealth-5ystem Pharmacists 2013 Annnal Meeting,

Intensifying Therapy for Hypertension Despite
Suboptimal Adherence
Adam 1. Rose, Dan R. Berlowitz, Meredith Manze, Michelle B. Omer, Nancy R. Kressin

Datrirei—More vie age can improve control blood pressure

ts with elevated BF
p=""). Patients who
o did not return thei
i Bloesd pr
se per 10 visits predicied a 2
heragy incre:
3 i the third g

Key Wards: hypericnsion @ adherence @ medication therapy management @ quality of care 8 ambulatory care

1001
904
80+
704
604
50

wln

Nonadherence Therapy Increasem No. Increase in Dosage
(PDC, <0.80) Intensifi 1 of Medications

® High-high & High-normal = Normal-normal

Patients, %

=1

Medication adherence and therapy intensification across the 3 BP
control groups PDC indicates proportion of days covered.

Ho Arch Int Med 2008

9/5/2013

Work w/ patient for a shared agenda

» 19. Avoid mistakenly prescribing
additional drugs for “refractory”
problems, failing to appreciate the
potential for patient nonadherence.

Drugs don't work in patients who don't take them.
— C. Everett Koop, M.D.

Ilinois Council of Tealth-5ystem Mharmacists 2013 Annoal Meeting

Importance of Therapy Intensilication and
Medication Nonadherence for Blood Pressure
Control in Patients With Coronary Disease

Fusreed X Pesrvm, M) MPH, Faralisick A Wirnd M, MPH, ki 5. Rumfeld VT2, PR

Work w/ patient for a shared agenda

e 20. Avoid (either knowingly, or
unknowingly because of lack of
complete drug history) repeating
prescriptions for drugs a patient has
previously tried unsuccessfully or had
an adverse reaction.

Ilinois Council of [lealth-System Pharmacists 2013 Annual Mecting
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* Geriatrics- the art of taking older
adults off drugs they no longer need

Shaughnessy- Am Fam Physician 2007

Llingis Council of Health-5ystem Fharmacists 2013 Annuoal Meeting

F. Consider long-term,
broader impacts

* Weigh not just short term benefits but also
long-term pt outcomes & ecologic impacts

« Recognize improved prescribing systems
and better monitoring may outweigh
marginal benefits of new drugs.

Ilingis Council of Ilealth-System Pharmacists 2013 Annuoal Mecting

9/5/2013

Work w/ patient for a shared agenda

» 21. Discontinue drugs that are not
working or no longer needed.

Ilinois Council of Tealth-5ystem Mharmacists 2013 Annoal Meeting

Work w/ patient for a shared agenda

» 22. Work with patients’ desires to be
conservative with medications

Ilinois Council of Llealth-5>ystem Fharmacists 2013 Annual Meeting

Consider longer—term, broader impacts

» 23. Think beyond short term drug
effects, which may be beneficial, but
also consider longer term benefits
and risks.

Ilinois Council of [lealth-System Pharmacists 2013 Annual Mecting
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Long Term Efficiacy?

Anti-fungals

Obesity drugs

 1st generation anti-psychotics

* DES

Ecology of drugs in water supply

IMinois Council of Tealth-5ystem Pharmacists 2013 Annnal Meeting,

FIARMACY TECHMIGIAN

GORDAN DAVID SCEITT
3814 M SEMEMARY
1L 69614
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007... License to Fill

Ilinois Council of Ilealth-5ystem Pharmacists 2013 Annuoal Meeting

 "The pharmacist is the single
most underused resource in the
modern hospital

Lucian L. Leape, MD Harvard School of
Public Health. ACP Observer 3/2000

Ilingis Council of Ilealth-System Pharmacists 2013 Annuoal Mecting

9/5/2013

Consider longer—term, broader impacts

* 24. Look for opportunities to improve
local prescribing systems, changes
that can make prescribing and
medication use safer.

Ilinois Council of Tealth-5ystem Mharmacists 2013 Annoal Meeting

ERSATION WITH LUCIA

MOVING BEYOND
A PUNITIVE MIND-SET

Hey, we'’re just in the middle here
Don’t blame or preach to pharmacists

What can we do anyway?

1. Help patient articulate their (often legitimate) concerns and
to be a sounding board — Hear out patient

2. Help delineate options/alternatives to better understand their
diseases, choices, options - Not practicing medicine, but
legitimate pharmacy patient education role

3. Help pts define questions they want to ask MD. —
empowering patients who have questions

4. More serious cases, obligation to posing guestions to doctor
directly -known allergy, overdose, but also selected cases of
drug selection.
« Takes courage, diplomacy: how to define, achieve this ideal

19



More (business) is Better?
---or Less is More (business)

» Realign pharmacists incentives, thinking
* More drugs — more wasted inventory
— Recalls, shelf space, expired drugs
» Knowledge, familiarity w/ essential drugs
—{ errors, anticipate problems, less to learn/recall
« Patient trust - not just pushing or filling drugs
— Long term relationships better model
» New drugs, less faith, more evidence

IMinois Council of Tealth-5ystem Pharmacists 2013 Annnal Meeting,

9/5/2013

Conservative Prescribing =
Liberation for Pharmacists

Lack of Conservative Prescribing has led to
various dyfunctionalities undermining quaility of
work of life of pharmacists.

Hassles and calls to Doctors
—Symptoms/consequences of Cons Rx Failure
“Prior auth”

“Not covered”

— “Tier 3"

— “Non preferred brand”

— “Switches”

Llingis Council of Health-5ystem Fharmacists 2013 Annuoal Meeting

*What's in it for us?

Ilinois Council of Tealth-5ystem Mharmacists 2013 Annoal Meeting

Conclusions

* From “newer is better” to
“fewer and more time-tested is best” to
achieve better balance

» Need for new paradigm and role for
pharmacy: overcoming complacency and
understanding and advocating best rx for
patients, and questioning where not

» We need to figure out how to operationalize
this together...... starting now!

Ilinois Council of Llealth-5>ystem Fharmacists 2013 Annual Meeting
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