Step 1. Outline

Increased Cost of Drug May Increase
Potential for Pre-Term Labor

What Problem(s) Increase in cost of drug
When Date February 3, 2011
Different, unusual, unique |7 years of market exclusivity
Where Facility, site St. Louis drug company
Unit, area, equipment Hydroxyprogesterone caproate (17P)
Task being performed Prevent pre-term labor WhV?
Impact to the Goals «
Patient Safety Potential risk for preterm labor Effect Cause
| Employee Impact Concern for legal action prescribing "off label” Step 2. Cause Map Compounded T o M e
i i i igati eneric cost : Read the Cause Map fromleft to rigl
\Comp!lanf:e Potential for FTC investigation g $10.820/ with the phrase "Was Caused By" in place of
| Organization Loss of market share injection each arrow.
Patient Services Increase of cost per injection from $10-$20to | $1,480 Patient | -
$1,500 Services ncrease in
Environmental N/A Goal ;?:ét?;r: e
Property, Equip, Mtls N/A Impacted Pricing based on
Labor, Time A - — burden to system
LY —— . Potential for el Sl rather than cost of]
Per injection $1,480 Compliance Reduce price of drug 5
Goal Impacted FTC || development 7
Frequency Up to 20 injections needed per pregnancy P! investigation Name brand Evidence: Expert
- i testimony
Potential cost per pregnancy $29,600 drugfggg/d at .
. 9 o AND
OrgaGnl;za?tmn Loss of AND injection
Impacted market share Possible Solutions: Research, Required for
Allow compounding clinical trials FDA approval
Insufficient Na";fu‘;'a”d
access to name «
brand drug unaffr;;dmale)le for
Insufficient
Patient Safety Potential risk for access to AND
Timelin Goal Impacted preterm labor preventative Manufacturer : N
eline drugs Generic drug | granted 7 years | "Orphan Drug | F?AA C}gﬁ:{:}ge
unavailable of market Act" products
Date Description exclusivity
r National Institutes of Health study shows that AND
2003 Hydroxyprogesterone caproate (17P) could reduce the risk .
of preterm delivery Insufficient
access to "off
i label" drug Concern for Compound not
N brand 17P d by FDA, d at $1,500
February 3, 2011 in;':gteio r:ran approved by priced at $ per legal action specifically
prescribing "off approved by
Employee label" FDA
March 30. 2011 FDA notifies pharmacists that the agency would NOT take Impact Goal
arc ’ enforcement action against them if they compounded 17P Impacted
. Manufacturer cuts name brand 17P list price to $690 per
April 1, 2011 injection, along with other cost-reducing measures N
: ' Step 3. Solutions
No. Action Item Cause Owner Status Completed
- H . Name brand drug priced at .
llty L Manuf: rer |Price r 4/1/2011
Reliab 1 |Reduce price of drug $1,500/ injection anufacture ce reduced to $690 /1/:
P Prevent P > Allow compounding of Name brand drug FDA Pharmacies notified 3/30/2011
Houston, Texas  281-412.7766  ThinkReliability.com active ingredient unaffordable for some compounding allowable
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