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Question...
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A. Yep
- B. Nope
N C. Not sure...

Paul Pottinger MD
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Scope of the Problem

National Drug Shortages: Annual New Shortages by Year
January 2001 to September 30, 2017
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Abx In Particular

National Drug Shortages: Common Drug Classes in Short Supply
New Shortages Reported: 2011-2016

2012
13 2013
2014
m 2015
W 2016

<

\x°‘@°¢

University of Utah Drug Information Service
Contact: Erin.Fox@hsc.utah.edu, @foxerinr for more information. @ tele antimicrobial stewardship program

B UWTASP



Table 1. Drugs With Multiple Shortages: Both Active and
Resolved, 2001-2013

No. of
IV P O m a n y CI asses Drug Name Shortages  Total Days
) ) Cefotetan ) 2141
Aztreonam 4 1990
Piperacillin-tazobactam 5 1858
Kanamycin injection 3 1682
35 Cefotaxime injection 3 1542
Total Doxycyclinej injectior\ 3 1515
Erythromycin lactobionate 2 1245
30 - === Parenteral Gentamicin injection, pediatric strength 2 1173
2 C Meropenem 7 1114
NOI\plllCl](Cldl Ampicillin-sulbactam 3 1052
é’:’n 25 Minocycline injection 2 944
= Piperacillin sodium 2 942
) = IS
g Cefepime injection 3 801
wn 20 Nafcillin 4 763
"5 AN : Azithromycin injection 4 599
b WM e
B ' ¥ \ﬁ« Gentamicin injection 2 574
= 13- ,’ 2 Cephalexin suspension 2 535
2 ! Imipenem-cilastatin 2 502
Ciprofloxacin 500 mg tablets 3 442
10 #. . Ceftizoxime 2 405
¢ %% Clindamycin injection 2 394
Vancomycin 3 373
5 Y Cefpodoxime 2 344
v Colistimethate 2 255
% o T Paromomycin (Humatin) 3 192
0 Rt et A e T e ST AT T T “Cefuroxime injection 2 185
Lﬁ 5. E.D' (\.' ‘C\?' 8‘ 8 g. g? 8 8' 8 8 8. 8‘ 8 oo? 8. 8' 9.- 9. :. :. -(;' Sulfamethoxazole-trimethoprim injection 3 165
(C\DI gz gg‘ 52 gz, g’z gz g’z g'z gz 5'2 gzéMethenamine 2 133
a " e w . : T e i B P ' Dalfopristin/quinupristin (Synercid) 2 125
O Time Ticarcillin-clavulanate 3 123
= Ceftazidime 2 69
'8 Spectinomycin 2 0
8 Flglll'e 1 . Tre ndS In drug ShortageS, 2001 _201 3 Includes both active and resolved shortages. Values in boldface indicate that

the drug is currently experiencing a shortage.



Figure 2. Drug Shortages by Primary Reason for Disruption in Supply in 2012

Source: Data from
FDA’s internal drug
—and biologics
shortages databases.
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The Washington Post

Democracy Dies in Darkness

Hospitals scramble to avert saline shortage in wake of Puerto
Rico disaster




FDA: Tracking & Responding

Figure 1. Number of New and Prevented Shortages by Dosage Form, 2005-2012
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Response: FDA

October 31, 2011, Executive Order 13588 — Reducing Prescription Drug
Shortages'’: acknowledged the need for a “multifaceted approach” to address the many
different factors that contribute to drug shortages, and, among other things, directed FDA
to “[u]se all appropriate administrative tools” to require drug manufacturers to provide
advance notice of manufacturing discontinuances that could lead to shortages. "'

December 19, 2011, Interim Final Rule (IFR)'*: published in response to the Executive
Order, the IFR amended FDA’s regulations related to early notification to improve the
likelihood of FDA receiving advance notification of a potential drug shortage. "

July 9, 2012, FDASIA: broadens the scope of the early notification provisions by
requiring all manufacturers of certain medically important prescription drugs14 (approved
or unapproved) to notify FDA of a permanent discontinuance or (temporary) interruption
in manufacturing. FDASIA also allows FDA to require, by regulation, early notification
of discontinuances or interruptions in the manufacturing of biologics, and requires FDA
to send a noncompliance letter to firms that fail to notify the Agency in accordance with
FDASIA."

FDA 2013 [«EQUWTASP



Figure 1. Process for decision-making in the management of drug product shortages.

| —— | What to Do?

Operational assessment Therapeutic assessment
1. Validate details of shortage 1. Identify primary patient
2. Determine stock on hand population affected
3. Determine supply from 2. Identify therapeutic
predetermined alternative alternatives
sources
4, Determine purchase history <«—» (May be done by pharmacists
and/or true use history or a multidisciplinary team)

5. Estimate time to impact on the
health system
6. Determine supply of alternative

drug products
(Typically done by the pharmacy
department)
Shortage impact analysis
Estimate impact on patient care
1. Therapeutic differences
2. Prescribing processes
3. Distribution processes
4. Administration processes
5. Financial ramifications
(May be done by pharmacists or a
multidisciplinary team)
Establish final plan
Communicate Implement
1. Shortage 1. Information system
2. Effective date changes
3. Identified therapeutic 2. Technological changes
alternative (e.g., bar coding)
4. Temporary guidelines 3. Inventory system changes

B il Am J Health-Syst Pharm 2009 [(ERUVWTASP




Take Action

* Weekly meeting or phone call with

purchasing... give them a list of your “big
ticket” items, ask them to make inquiries
regularly.

 Internal stock may or may not reflect
availability in near future.

SERUWTASP



Take Action

* Public notifications: Email, in-person

« PO alternative? |V to PO should already be
part of your ASP.

 Different formulation”? Frozen vs lyophilized.

* There may be flexibility for Beyond Use Date
(BUD)... d/w hospital exec team & risk mgmt.

ASHP 2017 [:ERUWTASP



Take Action

» Special Pain: Diluent shortage!

 Repackage 1L NS into smaller volumes...
nuge regulatory & logistic challenges.
« Use other diluent if possible...

ASHP 2017 [:ERUWTASP



Take Action

* Process and Protocol?

v Frontline pharmacist authorized to auto-
sub on the fly?

v Need P&T blessing for long term
changes?

v When to ask for help? (Hint: TASP a great
resource!)

ASHP 2017 [:ERUWTASP



www.fda.gov/Drugs/DrugSafety/DrugShortages/

Resources

\—(6 U.S. Department of Health and Human Services
2

2N U.S. FOOD & DRUG

ADMINISTRATION

Drugs

Medical Devices

Radiation-Emitting Products

Home > Drugs > Drug Safety and Availability > Drug Shortages

Drug Shortages

Drug Shortages: Additional News
and Information

Frequently Asked Questions about
Drug Shortages

Resources for You

Drug Shortages Infographic

Drug Shortage Manual of
Policies and Procedures
(MaPP) (PDF - 1.1MB)

American Society of Health-
System Pharmacists: Drug
Shortages®

ASHP Guidelines on Managing
Drug Product Shortages in
Hospitals and Health Systems
&

FDA Drug Shortages RSS Feed

f SHARE in LUNKEDIN = @ PINIT & EMAIL | & PRINT

Search the Drug Shortages Database

Sign up for Drug Shortages Email Notifications &3

Statement by FDA Commissioner Scott Gottlieb, M.D., update on
recovery efforts in Puerto Rico, and continued efforts to mitigate
IV saline and amino acid drug shortages

FDA works to help relieve the IV fluid shortages in wake of
Hurricane Maria

[11/14/2017] The U.S. Food and Drug Administration is actively
working with drug manufacturers to address critical shortages of IV
fluids aggravated by Hurricane Maria’s impact on Puerto Rican drug
manufacturing facilities. (Read full CDER statement)

AtoZIndex | Follow FDA | En Espafiol

E.

Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics

Tobacco Products

Information for You

* Consumers: FDA Works to
Lessen Drug Shortage Impact

* Drug Shortages: Additional
News and Information

Reports to Congress

» Fourth Annual Report on Drug
Shortages for Calendar Year
2016 (PDF - 4.7MB)

e Third Annual Report on Drug
Shortages for Calendar Year
2015 (PDF - 268KB)

« Second Annual Report on Drug
Shortages for Calendar Year
2014 (PDF - 137KB)
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antimicrobial stewardship program



Resources

App Store: "FDA Drug Shortages”

Carrier & 12:51 PM
I,@Y/& Drug Shortages
Browse By Drug Name

Current Drug Shortages
Resolved Drug Shortages

Discontinuations

Browse By Therapeutic Category

Search By Drug Name

Report a Shortage

Help & Support Links

Carrier & 12:51 PM

[EDA Drug Shortages JE

Current Drug Shortages

Acetochydroxamic Acid (Lithostat) Tablets
Ammonium Chloride Injection
Atropine Sulfate Injection

Azathioprine Tablet

Barium Sulfate for Suspension

Bupivacaine Hydrochloride (Marcaine,

Sensorcaine) Injection

Caffeine Anhydrous (125mg/mL); Sodium

(125mg/mL) Inje

Carrier & 12:52 PM

[EDA Drug Shortages
Help & Support Links

& Background information, news and more...
& Frequently Asked Questions

i Get Email Alerts

=RSS Feed

& FDA Privacy and Security Policies

For instructions, tips, and links to FDA and the
American Society of Health-System
Pharmacists (ASHP)

& ASHP (non-federal website) i

\Sp

ewardship program
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Other Resources

N
N

 ASHP Shortage Website

 ASHP Shortage Guidelines

 ASHP Small Volume Parenteral Info Sheet
* Antibacterial Shortages: CID 2015

SERUWTASP



Conclusions

Q)
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Vs appEnSequently.
valViayimpactipatienticare
and your :)]Dgt

No'soelution anticipated any:

time soon

Be prepared!

‘Long Emergency...” Stamina
may be required

We are all in this together....

SERUWTASP
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