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&) GOALof VAMedSAFE Program ® ¥

« Track and evaluate high risk agents, high volume agents, and
NMEs with potential risks in the Veteran population

« Determine rates and risks of ADEs associated with specific
agents

« Maintain VA’s national drug safety program with emphasis on:

— Utilizing integrated databases as the foundation of the VA
comprehensive pharmacovigilance program

— Enhancing spontaneous ADE reporting for system based
changes and enhancement of drug safety efforts

— Collaboration on medication safety efforts with other
Federal Agencies
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_ VAMedSAFE Pro ?rﬂms

 Drug Surveillance

— Rapid Cycle Database Evaluations (Active)
— VA ADERS (Passive)

 National Medication Use Evaluations (MUE)

e Risk Reduction/Medication Use Evaluation
Tracker (MUET) - Intervention

 Medication Safety Communication
e Interagency Medication Safety Collaboration
« Research







Antipsychotics
High Dose Statins
PPIs

Opioids

Prasugrel
Natalizumab

Varenicline
Vaccines
Ticagrelor
TSOACs
Dimethylfumarate
Hep C Agents
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NATIONAL PBM BULLETIN

March 26, 2013

DEPARTMENT OF VETERANS AFFATRS VETERANS HEALTH ADMINISTRATION (VHA)
PHARMACY BENEFITS MANAGEMENT SERVICES (PEM), MEDICAL ADVISORY PANEL (MAP),
AND CENTER FOR MEDICATION SAFETY (VA MEDSAFE)

SODIUM EIPHOSPHATE/SODIUM PHOSFHATE ENEMA PRODUCT USE AND FATAL OUTCOME
ISSUE

A recent adverse event report described a fatal ourcoms related to the use of Sodinm Biphosphate Sodium Phosphate
enemas used to weat constipation.

IL BACKGROUND

A patient received mmldple Sodium Biphosphate/Sodinm Phosphate ensmas in less than 12 howurs. The patient
subseguently developed hypematremia, hypecalcemia, hypovelemia, acute kidney injury, snd later died

Im.  DISCUSSION

Saline laxative products contaiming Sodium Biphosphate Sodium Phosphate are commercially available under the

brand nsme Fleet® Enemas. When used in appropriate dosages snd for a limited time, most laxatives do not pose a

risk for serions adverse evenrs such az diarrhes, GI imitadon, snd fluid‘elecmolyte depletion. However, prolonzed usa

or overuse can lead to debydration as well as fluid snd electrolyte imbalances, possibly resulting in byponatremia,

hypotension and volume deplefion, hyperphosphatemiz hypo- or hyperkzlemia, metabolic acidosis, severs

bypocalcemia, renal failure, EEG changes (Le., prolonged QT interval), generalized tonic-clonic seizures, and loss of

conscionsness. Selected adverse effects from Sodum Biphosphate Sodivm Phoshpate products include:

# Mild: bloating, stomach pain, dzhmess in the throat, dizziness, headache;

o  Severe: rectal bleeding, lack of bowel movements afier nse, sores or woers around recum. seizures, blackouts,
commlsions, tregular heart rate, decreased unnstion, increased thirst, nsuses, vomiting, confusicn, swellng,
weight gain, shormess of breath, elecmolyte sbnormalinss.

IV. PROVIDER RECOMMENDATIONS
The affected facility engaged in the following actions to safegusrd against fonre medication emor with Sedium
Brphnspha.t&‘&odl.m Fhosphate enema preducts.
Femove “FLEETS” or “FLEET 5™ a5 a synonym to order Sodium BiphosphateSodium Phosphate enems as
it is a general term for ensemss and does not provide Sarther product detail. This would requirs the order enmy
selection of the Sodium Biphosphate Sodium Phosphate enems by name and strength, prompting the provider
to focns on the differences among the products (Le., mineral oil, bisacedyl, phosphate, eic) and choose the
appropriste agent based on the patient’s clinical presentation.
Add 3 comment in the drug file to highlight “}0 MORE THAM 1 PHOSPHATE ENEMA IMN 24 HOURS™
for Sodium Biphosphate/Sodium Phosphate enems products. See Figure 1 on Page 2.
Ensure education for providers and applicable beglth care staff regarding the appropriate use of enemas as
well as the risks of their chronic use, ovemse, or misnse, specifically:
»  Tlsing more than one enemsa in 24 hours can be harmful.
» Exencise C3Uon in patents with renal impairment, cardisc disease, colostomy, or pre-exising elecrolyte

[
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dismrbances as well as those on concomitant therapy that may affect serum electrolyte concentrations
since debydration, hypocalcemia, hyperphosphatemia, hypernamemia hypokalemia, snd acidosis may

oCCur.

V. REFERENCES
1. Internal Dam.
2. McEvoy GE, ed in chief, Snow ED, ed. AHFS: Drug Informarion. Bethesds, MD: American Society of
Health-System Pharmacists; 2012: 2050-2054.

Fipure 1. One ficility added the following verbiaze to the ordering template for Sodium BiphosphateSodium Phosphate enema products:
“NO MOEE THAN 1 FHOSPHATE ENEMA IN 24 HOURS". This may serve as ons option for how to inform providers at the site
lewel of this safary rsk.

|PHOSPHATES ENEMA  <SO0IUM BIPHDSFHATEXSDDIUM PHOSPHATE ENEMA » Change
G AL THAN 1 PP HATE EMERA N 24 HIURS
Dosage | Complex | PRoule Schoduls
| |RECTAL
| ENEMA PHOSPHATES ENEMA, W ECTaL
BED"IPHE FRMN
BID
BID PRN

BID- E!EFC)RE HMEALS

.nmnn‘h| o
Do Supply  Qusetity  Refile Pk Up Priority

|L"' :“u Z“ il COnic @ Mal © Window [roUTINE
SODILM BIPHOSPHATESODILM PFHOSPFHATE ENEMA = Accept Croer
IHSERT INTO RECTUM

|Quaarey: 0 Refits: 0 = Quit

»  Foility Director (or physicion designee): Forward this document to the Faciity Chisf of Sagff (005

»  Focility CO% and Chief Nurse Executives: Farward this document to ol approprigte providers who prescribe these medicetions (e.g.,
primary care prowviders, norsing staff, and shaff. controct ete ). in odditian, forward to the Associote
Chief of Stoff (005 for Research ond Development (RED]. Forward to otfer Wi empioyess as deemed approgriate.

» ACDS for RED: Forwerd this docwment fo Principal Investigators [Pls] who bave outhority to proctice at the focilty and to your
respective institutional Review Board (R8).
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Helping to achieve
safe medication use

FORMULARY MPLICATIONS OF KETOCONAZOLE SAFETY ISSUES

In Fuly 2013, FDA linmited wsage of ketocon-
azole oral tablets due io:
=  Potentially fatal liver imjury;
= Risk of dmg interactions that may lead
to QT prolongation; and
= Adrenal sland problems.
Complete defails regarding these safety is-
sues can be found m the FO'A's Drug Safety
DmgSafetyucm3 62415 him ) as well as the
last issue of Medication Sgfely i Secomds
(lasue 7: Volume 3 Tuly Angust 2013 ). As
such, ketoconazole oral tablefs are now FDA
-indicated ooly for the treatment of blasto-
mycosis, coccidisidenryoosis, histoplasmo-
sis, chromonrycosis, and pamacoccdisido-
mycosis in patemts with suboptimal re-
sponse and'or inmlerance to other treat-
ments. The use of ketoconamole tablets in
Candida and denmatophyte infections is no
longer indicated. Estoconazole should ooty
be nsed when other effective antifingal ther-

apy is not available or tolerated and the po-
temtial benefits ontweigh the potential msks.

Although not FDA-approved, kefoconazole
is prescibed (off-label) as an alternative
agent fior prostate cancer and is rarely wsed
off-label in Cushing's symdrome. Conse-
quently, ketoconazole will now be listed an
the VA Mational Foremlary (VANF) with a
restriction to hematolopy-oncology, as op-
posed to the former aofi-infective re-
strictions. As a result, non-formmlary review
will need to ocour for uses in infections dis-
eases, demmatology, endocrine, atc.

REFERENCES:

FDA Deag Safely Commmnication FDA Beuts negge of
Miseend (Retoc s mie | il trblets dus b4 pateptially
Buiad Bver irgury il fak of deug islections and ad-
venl gland problems. blplwme (i s Doy
DeugSafery uese3634] Shim . Acceased SR 24203,

Contributed By:
Melinda Nevhauser, Pharm D, MPH

= Nowa Max Glecose Test Sirips Becall Due To Falsely Elevated Blood Glucose Be-
sults — 081413 — National PEM Commmunication

= Valpmoate Use During Pregnancy and Lower K} in Children Exposed — 08/0613 —

HNatipnal BEM Buallatin

(ot imud on page 2}
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3

FEM mainfains YA's mafional drug
formulary, as well a3 promotes,
optimizes, and assists VA pract-
BOREFS WiEh fhe SXTE AR apEOET-
afe ue of all medcabians.

WA CENTER FOR
MEDICATION SAFETY
(VA M2EEAFE)

VA MedBAFE performs phasrma-
coviglance aciiviles; foacks ad-
werse drug evends (ADES] wsing
spontsnecUs and Imeprated dats-
bases; enhances educalion and
commanication of ADESs fo the Nield;
and promoies medicaion safefy on
& rafional level
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« FDA
« Department of Defense Pharmacovigilance Center
« HHS/CDC

— Vaccine safety




Risk Reduction Through Intervention:
Medication Use Evaluation Tracker
(MUET)

Muriel Burk, Pharm.D.
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Address and Communicate High Risk Veteran
Populations to VA Medical Centers
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Initiative

Frequency | Risk Criteria Screened Data
Sources
ESA Monthly e Based on Hemoglobin and Ferritin Levels RX, Lab
TSOAC Monthly e Based on Identification of Risk Factors, Bleeding RX, Lab, DX
Events, and Dosing
Prasugrel/ | Quarterly Active prasugrel or ticagrelor for greater than 12 RX
Ticagrelor consecutive months
Women Quarterly Female of childbearing age on warfarin and who have | RX, DX, CPT
on no evidence of receiving contraception or surgical
Warfarin sterilization
MRA in Quarterly New/active spironolactone or eplerenone user with RX, DX, Lab
HF absence of serum potassium levels within 90 days

following the first RX release




Objective: Identify potentially at-risk heart failure patients being prescribed an
MRA without a documented VA potassium follow-up within the first 3 months of
therapy initiation.

Criteria

Definition

Heart failure

At least one inpatient diagnosis of any rank or two outpatient
diagnoses identified by ICD-9 code within 2 years prior to index
RX date.

Mineralocorticoid Receptor
Antagonist (MRA) Therapy

Eplerenone
Spironolactone
(Including combination products)

New and current MRA user

Absence of VA RX for MRA within 6 months prior to index RX
date. Patient must have at least one day of therapy during
month of data extraction.

Potassium Screening

Absence of VA serum potassium results within 90 days after
initial MRA Rx date and up through time of data extraction




_MRA in HF MUET

Completed Interv-enftlﬁns

All

Completed Interventions Time*
Criteria for Use Met — VA potassium available upon review 77
Continue Therapy - Lab/test Ordered 36
Continue Therapy — Not a new RX 24
Continue Therapy — Lab obtained outside VA 17
Drug Discontinued - Drug Discontinued Prior to Review 12
Continue Therapy - Criteria Not Met (Other reason - documented in chart) 11
Patient expired - not related to drug 9
Drug Discontinued - Other Reason 8
Drug Discontinued - No Longer Indicated 1
Continue Therapy — Criteria for safe use NOT met (Provider declined

recommendation — reason documented in chart) 1

*MRA in HF MUET initiative has 2 completed cycles - FY14 Qtr 3 & Qtr 4

“AS of Aprlw ZQB‘I'-—L“ ﬁtﬁ“—‘- -!l | _l:* A |



To access the MUET application, all you need is:

CPRS Log-in Credentials

https://vaww.cmop.med.va.gov/MedSafe Portal/

20
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MedSafe - CPASS -
(Clinical Pharmacy Application Software Services) ;’3

r- r '
m About MedSafe Links FAQ Training

Welcome!

Feterans
Affairs

WA ADERS (new) - Launch The VA ADERS program has been updated to include new
features as well as to overcome connection and performance limitations related to Java
updates. This version is available to any reporters that would like to start using it. The
updated version is available here: VA ADERS (new) — Launch or at the left from the menu
option VA ADERS (new)— Launch.

1. Click Accept
2. SelectVISN
3. Select Station/Facility
Software Tools 4. Select VAADERS ajax
5. Click Connectto Site
V4 Section 508 Home 6. Enter VistA\CPR3 AccessMVerify code pair
VA ADERS - Overview Major Enhancements:
VAADERS (new) - Lo h 1. Drug look-ups in the primary/secondary suspect drug look-up fields and the
treatment medication fields have been modified to provide higher matching rates.
VA ADERS (old) - " e 2. Fax Utility — a separate window will open allowing report look-up to check fax status

and also a new option to fax up to 10 reports at one time to FDA MedWatch.
MUET - Overview

Lo o o o
Note: T

~LE e s#top Select “MUET — Launch” to access the application and login
NCPS - Website For instructions on how to check if you have DVBA CAPRI GUI, click here. If you don't have it,

please contact your local ADPAC ar local IT.

Alerts & Notices Please use the option to notify the VA ADERS Staff if you experience a problem.

MedWatch Alerts

MedSAFE Mewsletter




MedSafe Portal
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Contact Info ¥
Client Settings [¥]

MUET - VA Medication Use Evaluation Tracker 2.10 (Prior Authorization)

NOTICE!

This systemn is intended to be used by [authorized VA network users] for viewingand retrieving information only except as otherwise explicitly authorized. VA
informationresides on and transmits through computer systems and networks funded by VA, alluse is considered to be understanding and sacceptance that there is no
reasonableexpectstion of privacy for any data or transmissions on Government Intranet or Extranet{non-public) networks or systemns. All transactions that occur on this
systern andall data transmitted through this system are subject to review and action including{but not limited ta) monitoring, recording, retrieving, copying, auditing,

inspedting, investigating, restricting access, blocking, tracking, disclosing to authorizedpersonnel, or any other authorized actions by all authorized VA and law
enforcementpersonnel. All use of this systermn constitutes understanding and unconditional acceptanceof these terms. Unauthorized attempts or acts to either (1) access,
upload, change,or delete information on this system, {2) medify this systemn, (3) deny access tothis systemn, or (4) acorue resources for unauthorized use on this system
are strictlyprohibited. Such attemnpts or acts are subject to action that may result in oriminal, civil, or administrative penalties.




MedSafe Portal

Contact Info (¥

Client Settings (¥

MUET - VA Medication Use Evaluation Tracker 2.10 (Prior Authorization)

Select your facility and login to VistA
Use drop down arrows for

VISN. Facilit VISM 12 - The Great Lakes Health Care Systenj
’ Y Hines, IL ~]
A d Vi f d Access Code: II'I'I-I-I-I-I-
ccess an erijy codes are .
Verify Code: Loai
the same as used for s | tegn |
VistA/CPRS.

Connected to Hines, IL
cancel |

Fpril 2015 > ‘P"-—‘i'» _#.-A H- _M_ 4 iq



SR epartment of

W Veterans MUET 2z
Affairs Medication Use Evaluation Tracker
------- 2 _
Logout |Hume |Hepuds V|Ahu|.n‘_ VA MedSafe v|Hew::urm v|

Welcome Von! Login Site: 12/578 Local Facility: Viewable Sites:  Database: MUET .

] Lﬁt| Use the drop down arrow to

Initiative |—se|ectiniﬂative—
view the Initiatives.

SSeDepartment of ) _
% Veterans MUET 210 ﬁ, & ;l = ||I 'I[ -
(et Aﬁ-ﬂfﬂi‘ Medication Use BEvaluation Tracker L&_ =1 = L e B

Logout |H-|:r|'n|=_- |Hep-uﬁs v|.ﬁ.hnlj. VA MedSafe = | HelpiContact v|

Welcome Von! Login Site: 12/578 Local Facility: 578 Viewable Sites: 578 Database: MUET

Initistive | selectinitiative — ~| List |
— select initiative —
ESAs with Trigger Groups Based on HGEB

Glyburide with SrCr >= 2 AND Patient >= 65 years Scroll down to the
FPseudoephedrine Quantity > Limit . .
Citalopram Review Initiative you wish to

Sevelamer Carbonate Quantity == 540 tabs/30 day Rx . .
‘Target Specific Oral Anticoagulants ' access. Click on “List” to

Women of Childbearing Age on Warfarin E see the interventions

Prasugrel or Ticagrelor = 12 months
Potassium F/U in HF with new MBA Bx




Questions ?
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