Roche Hemophilia Drug Lowers Costs Despite High Price: ICER
Reuters
January 26, 2018

A costly new Roche Holding AG drug to treat the bleeding disorder hemophilia A could
significantly reduce healthcare expenses for certain patients, a draft report from an
independent U.S. nonprofit organization that evaluates clinical and cost effectiveness of new
medicines said on Friday.

The drug, Hemlibra, or emicizumab, was approved by the Food and Drug Administration in
November as a once-weekly injection for adults and pediatric patients with hemophilia A who
have developed inhibitors, or resistance, to other treatments. Roche’s medicine is required to
carry a black box warning, the most serious, about the risk of blood clots.

The Institute for Clinical and Economic Review (ICER) found that, for such patients aged 12 years
and older, emicizumab at current wholesale prices would reduce spending by around $1.85
million per patient annually. In patients under 12 years of age, emicizumab would reduce costs
by about $720,000 per patient annually.

Hemophilia is a rare bleeding disorder in which a clotting protein is missing or does not function
normally. Roche plans to charge about $482,000 for the first year of treatment and $448,000 a
year after that.

To avoid joint damage and other complications, patients with severe hemophilia need regular
infusions of very expensive clotting factors. About 25 percent of people with severe hemophilia
A develop factor antibodies, called inhibitors, at some point, making it difficult to control
bleeding without very high doses of clotting factors or other expensive treatments known as
bypassing agents.

Hemlibra is an antibody designed to activate the natural coagulation cascade and restore the
blood clotting process for hemophilia A.

ICER noted in its analysis that hemophilia is a lifelong disease that creates substantial burdens
for patients.
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There are two provisions of law that address the issue of patients paying copayment that is higher
than the cost of the drug and pharmacists informing them of this option. Legislation addressing
PBM conduct in this context is becoming increasingly common. Language addressing the
payment itself is often referred to as “copay clawback™ and language ensuring pharmacists are
able to communicate options with patients is often referred to as an “anti-gag” clause.

Vermont has currently enacted language addressing the “copay clawback.” This is found in Title
18, section 9473(b) [included below]. While the existing law does not explicitly include “anti-
gag” language, 9473(b) could be amended to include a new (4) that reads:

(b) A pharmacy benefit manager or other entity paying pharmacy claims shall not:

(4) contractually prohibit or penalize a pharmacy or pharmacist for:
a. Disclosing to a Health Plan enrollee information regarding:

i. the cost-sharing amounts that the enrollee must pay for a particular prescription
drug (i) under his or her Health Plan prescription drug benefit, and/or (ii) outside
his or her Health Plan prescription drug benefit, without requesting any Health Plan
reimbursement; and/or

ii. the existence and clinical efficacy of a therapeutically equivalent drug that would
be less expensive to the enrollee (i) under his or her Health Plan prescription drug
benefit, and/or (ii) outside his or her Health Plan prescription drug benefit, without
requesting any Health Plan reimbursement, than the drug that was originally
prescribed; or

§ 9473. Pharmacy benefit managers; required practices with respect to
pharmacies

(a) Within 14 calendar days following receipt of a pharmacy claim, a
pharmacy benefit manager or other entity paying pharmacy claims shall do
one of the following:

(1) Pay or reimburse the claim.

(2) Notify the pharmacy in writing that the claim is contested or denied.
The notice shall include specific reasons supporting the contest or denial and
a description of any additional information required for the pharmacy benefit
manager or other payer to determine liability for the claim.

(b) A pharmacy benefit manager or other entity paying pharmacy claims
shall not:




(1) impose a higher co-payment for a prescription drug than the co-
payment applicable to the type of drug purchased under the insured's health
plan;

(2) impose a higher co-payment for a prescription drug than the
maximum allowable cost for the drug; or

(3) require a pharmacy to pass through any portion of the insured's co-
payment to the pharmacy benefit manager or other payer.

(c) For each drug for which a pharmacy benefit manager establishes a
maximum allowable cost in order to determine the reimbursement rate, the
pharmacy benefit manager shall do all of the following:

(1) Make available, in a format that is readily accessible and
understandable by a pharmacist, the actual maximum allowable cost for each
drug and the source used to determine the maximum allowable cost.

(2) Update the maximum allowable cost at least once every seven
calendar days. In order to be subject to maximum allowable cost, a drug must
be widely available for purchase by all pharmacies in the State, without
limitations, from national or regional wholesalers and must not be obsolete or
temporarily unavailable.

(3) Establish or maintain a reasonable administrative appeals process to
allow a dispensing pharmacy provider to contest a listed maximum allowable
cost.

(4) Respond in writing to any appealing pharmacy provider within 10
calendar days after receipt of an appeal, provided that a dispensing pharmacy
provider shall file any appeal within 10 calendar days from the date its claim
for reimbursement is adjudicated. (Added 2013, No. 144 (Adj. Sess.), § 14,
amended 2015, No. 54, § 3, eff. June 5, 2015.)




