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Disclaimer

This presentation reflects the views of the speaker and should not be construed to
represent FDA’s views or policies.



Pricing Strategies Worldwide
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Pricing Strategies in the US Drug
Supply Chain

3408 drug pricing program |8
Actual Acquisition Cost (AAC)
Alternative Banchmark Price (ABP)
Average Manufacturer Price (AMP)
| Average Selling Price (ASP)

AWP Etigation L
Average Wholesale Price (AWP)

geoat Fnce \G) Y E: Reimbursement

benchmarks and
bases for
prescription drugs

Direct Price (DP) -
Estimaled Acquisilion Cost (EAC) |
| Federal Ceiling Price (FCP) |4
Feaderal Supply Schedule (FS5) i
Federal Upper Limit (FUL) i

International benchmarking {(aka
extarmal price referancing) []

Maximum Allowable Cost (MAC), or Maximum
Raimbursameant Amount (MRA) 1]

Source: Reimbursement benchmarks and bases for prescription drugs. http://www.amcp.org/MapE/

Medicald Netl Manufacturer Price |

Military Treatment Facility (MTF)
Average Price

Met Effective Price
MNominal Price —g—

MNon-Faderal Average |
Manufacturer Price (Mon-FAMP) U

| Paymeant tied to outcome of drug therapy 4

Price available to the "Big Four” {i.e., Veterans
Administration, Depariment of Defense, Public
Health Service and Coasl Guard)

Reference price (RP) &

Retail Average Manufacturaer Price (RAMP)
Usual and Customary (U&C)

Wholasale Acquisition Cost (WAC)
Wholesaler Sales Price (WSP) g

Widely Available Market Price (WAMP) g



List or Transaction Price?

REBATES
and
DISCOUNTS

Source: http:/ /drugbenefitsolutions.com/prescription-costs /



Benchmark Criteria

m Best Benchmarlk Criteria and

Alternatwve Price Benchmarks

Best Benchmark Criteria

Alternative Price Benchmarks

1. Accessible — readily available

2. Timely

2. Administratively simple and efficient

4. Comprehensive

. Durable (not an interitm solucion)

5. Stable (wonm't produce more
litigation)

7. Easily vnnderstood

2. Transparent and vnambiguous

< Anditable

10, Trustoworthoy

11. Mot anticomp2Litive

12, Acknowledges complexity of druag
distribution system

AAC —actual acquisition cost
AP — average manufacturer price
ASP — average sales price

AANP — average wholesale price=
EAC — estimated acquisition cost
FUL — federal upper limnit

B AC — maximum allowable cost
FMLF — manufacoarer list priceb
WA — wholesale acqguisition costs

AATNTE may also be referred to as suggesied wholesale price (SV7P) when supplied

y the manufacturer.

EMAL P might replace AVWEF as a multiple of WAC and would be reported by the
manufaciurer rather than calculated by the publisher of drug price data.
AT may also ke referred to as direct price (DP) or list price (LFP)L.

Curtiss, Frederic R. What is the price benchmark to replace average wholesale price (AWP)? Journal of Managed Care Pharmacy 16.7 (2010): 492-

501.



Accessible

AAC v
AMP

ASP 4
AWP 4
EAC

FUL 4
MAC v
MLP

WAC v
NADAC v

Administratively

Timely simple
v v
v v
v

Comprehensive Easily understood Transparent
v
v
v

Trustworthy

AAC - actual acquisition cost
AWP - average wholesale price

MAC - maximum allowable cost

AMP - average manufacturer price
EAC - estimated acquisition cost

MLP - manufacturer list price

ASP - average sales price NADAC-national average drug acquisition cost
FUL - federal upper limit

WAC - wholesale acquisition cost
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Issues for Stakeholders

‘...cost prices should be
jurisdiction specific because of
differences in relative or absolute
price levels among jurisdictions”...

but there can be different pricing
strategies and benchmarks within
the same jurisdiction

Key issues for drug pricing data
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Data availability and methodology
Transparency in reporting

Limits comparability and generalizability
of results

Differences in cost-effectiveness
estimates
Interpretation of the value of therapies

Economic evidence to inform decision-
making in a particular population or
treatment setting

Inefficient use of scarce health care
resources
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Transferability of Economic Evaluations Across Jurisdictions:
ISPOR Good Research Practices Task Force Report
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Policy Implications for Stakeholders

Comparative claims in promotion and advertising

— Drug sponsors are permitted to include truthful, non-misleading information about
the price of their products

* Price comparisons should include contextual information such as the two drugs are not
comparable in terms of safety and efficacy, as well as information on the source and date
of pricing information

* Further substantiation needed for claims about “cost savings” or “lower treatment cost”

— Brand vs generic products, which have been found to be interchangeable
Price differences within therapeutic classes
Increases in pharmaceutical expenditure
Changes to manufacturers launch strategies
Access to medications
Reduction in gross margins to pharmacies

Pharmaceutical pricing and reimbursement policies
— Overpayment of ingredient costs for drugs by state Medicaid agencies
— Increasing cost sharing by patients

Information sharing and price transparency
— rebates and discounts which may differ by type of purchaser



Example: Comparative
Promotional Claims
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B\ ABORATORILES - IINC

November 8, 2000

Dear Director of Nursing,

Unable to solve your patient’s constipation problems?

If so, we would like to introduce you to a new prescription laxative therapy; MirabLax™ (Polyethylene
Glycol 3350, INF Powder) which combines all the benefits of softening, bulking, lubricating and osmotic
actions into one laxative.

0 savings for VINA patients MiraLax oTC*
- Cost per day: $0.80 $1.00
- Cost per week: $5.60 $7.00
S Cost per year (26 weeks of usage) $145.60C $182.00
L Percentage covered by Medicaid/ Private Insurance: 100% 0%

- BOTTOM LINNE: $0.00 $182.00

0 Convenient

Miral ax is taken only once a day and is tasteless and odorless. Fiber products may neced to be taken
2-3 times per day and have a gritty texture. Miral.ax is highly effective, increasing the volume and
frequency of bowel movements. It is gentle acting and well-tolerated.

] Complaints

Nursing staff may hear fewer complaints with Miral.ax. As opposed to harsh stimulants which
typically increase the likelihood of soiling linens, Miral.ax is gentle and predictable resulting in
regular bowel movements within 2-4 days.

Miral ax is indicated for the treatment of occasicnal constipation, and should be used for 2 weeks or less
or as directed by a physician. Patients with symptoms suggestive of bowel obstruction or underlying
metabolic conditions should be thoroughly evaluated before initiating Miral ax therapy Unpleasant side
effects are unlikely; although nausea, bloating, cramps, flatulence, or diarrhea could occur. Please see full
prescribing information on the back of the advertisement included in this packet.

Please review MirmalLax with your Medical Director and patient’s Primary Physician. If you would
like to know more about Miral ax, please complete the attached form and fax to 781-843-7932 or call 1-
888-Miral ax. For samples of Miral ax please have a physician sign and complete the enclosed sample
request card. Thank you for your support.

Sincerely;

Lynne Gagne
Product Manager

1 Red Book, October 2000

E T Al

(S
b0 Columbian Street West, P.O. Box 850929, Braintree. MA 02185-0929 = www. braintreelabs.com -%81) 843-2202 = FAX (781) 8B43-7932 = 1-800-874-6756




Clinical Studies

CLINICAL TRIALS

in ohe study, patients with less than 3 bowsl movemems
per week werg randamized to Micalax, 17 grams, of
placebo for 14 days. An Increase in bowel movemant fre-
quancy was ohserved for both treatment groups during the
firat weak of traatment. Miralax was statigtical

to placebo during the second waek of traatmant.

In another study, patisnts with 3 bowel movemeants or iess
par week and/or less than 300 grame of Etool per waek

wara randomized to 2 dose levels of MiraLax or placebo T0r

10 days each. Success was defined by an increase in both

. bowei movement frequency and dally stocl weight. For

. both parameters, supsriarity of the 17 gram dose of

WMiraLax over placebo was demonstrated.




Misleading Comparisons

Preference Claims - A patient preference claim that appears in the MiraLax Sell Sheet
depicts blurred but discernable images of containers of Metamucil and Citrucel next to a
sharply focused picture of MiraLax. The headline reads, “Which Laxative Would Your
Patients Prefer?” followed by a chart that selectively presents and compares presumed
preference features of MiraLax vs. Fiber (e.g. Metamucil and Citrucel). This comparative
preference claim is misleading because it suggests that patients prefer MiraLax to Metamucil
and Citrucel without data to provide adequate substantiation for this claim.

Cost Savings Claims — A chart appears in the Dear Director of Nu rsing Letter that compares

he (daily, weekly, and annual) costs of therapy with MiralLax to the therapy costs associated
ith all other OTC laxatives. The chart is misleading because it implies that all costs

associated with laxative therapy have been evaluated, not simply the acquisition price of the

drug. The chart also implies that efficacy and/or outcomes of the different therapies are the
same without supporting evidence. The chart also does not disclose that retail or wholesale

prices listed do not necessarily correlate with the price actually paid for the drugs by a
pharmacy or consumer.




Standardization Towards a Single
National Pricing Benchmark?







