Ray, Jessica L HLTH:EX

T
From: Volpiana, Elide <elidevol@mailubc.cas
Sent: September-04-15 8:30 AM
To: Zimmerman, Janine M HLTH:EX
Ca McKeown, Martin
Subject: Meeting with Mr. Lun
Attachments: LCIG Pharmacare Meeting request.pdf

Dear Ms. Zimmerman,

Thank yeu very much for taking my call this morning. Attached is the letter that Dr. McKeown sent to Mr. Lun in May
2015.

Could @ meeting be scheduled at Mr. Lun’s convenience re the contents of the above letter? If so, can you please
contact me to set this up. 1 am in the office next week Tuesday to Friday 8 a.m. to 4 p.m.

If it is more convenient for Mr. Lun to meet with Dr. McKeawn in Victoria, this is to let you know that he will be there
October 16" and 17"

Thank you very much for now, Look forward to héaring fram you.
Best regards,
Elide

Elide Voipiana.

Clinical & Admin. Secretary

For Martin J. McKeown, B.Eng., M.D., F.R.C.P. (C)
Director, Pacific Parkinson’s Research Centre
UBC Hospital, Purdy Pavilion

M34 - 2221 Wesbrook Mall

Vancouver, 8.C. V6T 285

Phane; 604-827-5136

Fox: 604-822-7866
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Consultant Neurglogist & Director
Pacific Parkinson’s Research Centre
Faculty of Medicine
SRR Vancouver Hospital and Health Sciences Centre
Vancouver - ——  Purdy Pavilion 2221 Wesbrook Mall

Health Vancouver, B.C. Canada, V6T Z2B5

.Pre.n?‘m;‘!'ri.,:.} r.‘r_'lf:'f.!'_.'i".i‘\f. Eruurisgg sare Martiti J. McKeown, BEng, MD, FRCP(C)
UBC/PPRI Chair in Parkinson’s Disease Research
Professor, Dept. of Medicine (Neurclogy)

Associate Member, Dept of Electrical and Computer Engineering

Eric Lun, PharmD

Executive Director, Drug Intelligence

edical benefits and Pharmaceutical Services
303 - 860 Quayside

New Westminster 8C V3M 6G2

Dear Mr. Lun,

I am writing to request a meeting with PharmaCare to discuss the opportunity to gain PharmaCare
reimbursment for levodopa/carhidopa intestinal gel {LCIG) {trade name Duodopa) for a limited nhumber
of patients with late stage Parkinson’s Disease who can longer be adequately managed with oral
therapy. [ have recently taken over as Director of the Pacific Parkinsan’s Research Centre, a National
Parkinson Foundation Centre for Excellence, and the only tertiary movement disorders clinic in the
province of British Columbia and the largest Parkinson’s clinic In western Canada..

My predecessor, Dr. Jon Stoessl, had in the past requested approval for 2 patients last summer.
However do to a number of reasons (including one patient who progressed to Deep Brain Stimulation
{DBS} surgery) these patients were subsequently removed from cosideration by the UBC Movement
Disorders Clinic. Dr. Stoessl informs me that you had written to him regarding these patients and
described the reasons that LCIG had been declined for formulary coverage by PharmaCare and
suggested that-one of your staff would be willing to meet to discuss the opportunity for LCIG coverage
further. An excerpt af that communication is reproduced below:

With this context and without any commitments at this time, we would stilf be interested to
better understand the situation you described. For this, Dr. Sue Bouma, Director — S pecial
Authorily, would be pleased to meet with you to discuss further. Among other things, we would
like to better understand the anticipated patient population, the unmet clinical need warranting
use, evidence to support use in this population and the expected outeome for levodopa/carbidopa
intestinal gel therapy. Please contact either Janine Zimmerman (250-952-2504 or

Jdnine. Zimmerman(@gov.bc.ca) or Sandy Stevens (250-952-1757 or Sandy.Stevens@gov.be.ca)
o arrange a meeting date dnd locatien.

I would be pleased to meet at the earliest convenience with you or your staff to discuss the LCIG re:
unmet medical need; patient population; evidence ta support LCIG efficacy; and expected outcomes. It
Is important for a restricted number af British Columbians sufering with late stage Parkinson Disease to
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Consultant Neurologist & Director

Pacific Parkinson’s Research Centre
Faculty of Medicine

Vancouver Hospital and Health Sciences Centre

Va n CO gver - Purdy Pavilion 2221 Wesbrook Mall
; . Hea lth Vancouver, B.C, Canada, V&T 2B5
.}.’m‘m L f;.’;f.m vie, B asersng cieri Martin J. McKeown, BEng, MD, FRCP{C)
- UBC/PPRI Chair in Parkinson's Disease Research.
UEBC Professor, Dept. of Medicine (Neurclogy)

Associate Member, Dept of Electrical and Computer Engineéring

have access to this medication as similar tertiary movement disorders programs in Ontario, Alberta and
Quebec have access to LCIG though public reimbursment.

Thank you for confirming if the contacts above remain correct in-ordert to schedule this meeting in
Vancouver. As you may know, LCIG is'a highly specialized treatment that Pacific Parkinson’s Research
Centre is one of 5 sites in Canada gqualified to administer and monitor LCIG treatment. We started our
first patient last month with favourable fesults.

Thank you for consideration of this request. | look forward to hearing from you .

Yours tritly,

Martin J, McKeown, BEng, MD, FRCP(C}
PPRI/UBC Chair in Parkinson's Research
Director, Pacific Parkinsen's Research Centre
Professar of Medicine {Neurology)

Associate Mernber; Department of Electrical and Computer Engineering
Brain Research Centre

University of British Celumbia (UBC)

M33, Purdy Pavilion

University Hospital, UBC Site

2221 Weshrook Mall

Vancouver, British Columbia

V6T 2B5 Canada

Tel, (604) 827-5136

Fax. (6D4) 822-7866.
martin.mckeown@ubc.ca
http://www.parkinsons.ubc.ca/McKeown/
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Ray, Jessica L HLTH:EX

A I
From: Vandermolen, Kayta S HLTH:EX on behalf of Bouma, Susan HLTH:EX
Sent: February-24-16 10;28 AM
To: ‘Martin.nckeown@ubc.ca'
Subject: 1048126 - Minisrty of Health response

Dear Dr. McKeown:

Thank you for your email of September 4, 2015, regarding your 1equest for PharmaCare to consider providing
reimbursement for levodopa/carbidopa intestinal gel (LCIG) (Duodopa®).

Further 1o our discussion on Decemiber 7, 2015, [ wish to provide the following information regarding the
rationale for PharmaCare’s decision to not include levodopa/carbidopa intestinal gel (L.CIG) in the British
Columbia drug formulary for treatment of advanced stages of Parkinson’s disease:

In 2009, levodopa/carbidopa intestinal gel was reviewed by the Common Drug Review (CDR). The Canadian
Expert Drug Advisory Committee (CEDACY), part of the CDR, released its final recommendation on July 22,
2009, recorrimending that participating jurisdictions, including British Columbia’s PharmaCare program, not
list levodopa/carbidopa intestinal gel on the formularies of their public drug plans. The link to the final
recommendation 1s http://www.cadth.ca/media/edr/completef/cdr complete Duodopa July 24 2009.pdf.

The CEDAC gave this recommendation primarily due to the manufacturer's reported incremental cost per
quality adjusted life year (QALY) estimate for Duodopa®. The manufacturer requested that specific results
from the economic evaluation remain confidential pursuant to the CDR Confidentiality Guidelines; however
ather published cost per QALY estimates for levodopa/carbidopa were reported at approximately $1 million
compared 1o other conventional aral therapies. At the manufacturer’s list price of $166/day, the annual cost of
therapy is over 360,000 per patient per year. Also, CEDAC had concerns with the two evaluated trials being
small and having design limitations.

subsequently, the Ministry of Health (the Ministry) reviewed levodopa/carbidopa intestinal gel and decided to
not list this drug on the PharmaCare formulary. PharmaCare must apply its policies consistently; therefore, we
are unable ta make an exception in providing coverage at this time.

If Abbvie, the manufacturer of this product, has ncw clinical or economic/pricing information for this drug,
they can forward a resubmission to the CDR. We appreciate your insights on this matter, and the opportunity to
respond to your concerns. As mentioned during our meeting, and above, the first step will be to approach
Abbvie about re-submitting, which we have done previously. If CDR reviews and recommends coverage we
can then re-look at potential critcria during our Minisiry review process. To date, we have not received a
resubmission from the manufacturer to review LCIG. T apologize if this is not the response you were hoping
for.

Sincerely,

Susan Bouma, B.S¢. (Pharm), R.Ph, PharmD
Director, Special Authority, Drug Intelligence and Optimization Branch
L
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Medical Beneficiary and Pharmaceulical Services Division, Ministry of Health
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Rax, Jessica L HLTH:EX

From: lean Blake <jblake@parkinson.bc.ca>»

Sent: April-01-16 5:45 PM

To: Bbuma, Susan HLTH:EX

Subject: Duodopa therapy

Attachments: 01 - Provincial Strategy for PD - Briefing Sheet for MLA 2016-01-20.pdf; 03 - Provincial

Strategy for PD - Full for MLA 2016-01-20.pdf; PARKINSON
stats_LHA_HSDA_HA_Edit2013_V2.xls

Importance: High

Dear Ms. Bouma:

Dr. McKeown shared your Feb 24, 2016 letter, with me, indicating you would not consider coverage of Dusdopa until
AbbVie re-submits to COR. | am writing to ask you to re-consider.

As inmy e-mail 1o Emma [saac from Brimary Health that | copied to you, we have recently heard from a waman whose
health is deteriarating daily and who would benefit greatly from this therapy.

| have been intouch with AbbVie and t understand that if they do the resubmission ta CDR, those provinces which
provide coverage, mainly under exceptional coverage, will stop coverage until after the review procass. This, of course,
will harm people in these provinces so | understand their decision not to do so.

AbbVie told meand as you may already know, Ontario independently reviewed DUGDOPA and has listed on their
formulary ; Yukon also covers on Formulary. Alberta and Quebec routinely cover DUQDOPA via special access programs
an a case by case basis. Manitoba has recently completed their review and has agreed to cover DUODOPA on a case by
case basis. Saskatchewan is considering the same.

So BC Pharmacare appears ta be the outlier in not considering coverage even on a case by case basis. AbbVie indicated
to me that it has a DUODOPA submission ready to send immediately for your review and that you are aware of this.

in BC, we have people who are increasingly in dire straits such as the one | have provided you details for and they would
benefit greatly from access to this therapy. It is very difficult for us to stand by and sec a person’s life dissolve while
these decisions are constrained by BC Pharmacare’s need to apply policies consistently. It is also apparent that if this
woman survives, she will soon be utilizing other costly aspects of the healthcare system. | have attached our current
campaign which asks government to help us with crossing traditional health care. barriers to build better integration
across the system, imgrave patient autcomes and ultimately reduce costs.

So back to this poor lady. What else, if anything can we do for this patient and others like her? | understand that very
few patients wauld qualify on an annual basis — perhaps ten? And some of those would have private coverage.

We would welcome your ideas on hew to provide DUODOPA coverage in BC at least on a case by case basis and as this
woman's situation is becoming more urgent daify, we aslk you to respond urgently.

Thank you for your consideration and for assisting us and patients in this matter.

Jean Blake
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CEO

Parkinson Soclety British Columbia

600 - 890 West Pender Street | Vancouver, BCV6C 1)9
604 662 3240 | 800 668 3330 | www.parkinson.bc.ca

Connect with us!

fop

Parkinson Society
British Columbia
You are not alone. We are here to help.

T 15

pmm%&

April is Parkinson’s Awareness Month. Help spread the word.

[

tckinie®

information provided by Parkinson Society British Columbia is intended to be used for general information only and
should not repiace consultation with healthcore professionals. Please speak with a qudiified healthcare professional

before making medical decisions.
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Ray, Jessica L HLTH:EX

From: Ray, Jessica L HLTH:EX on behalf of Lun, Eric HLTH:EX
Sent: April-22-16 2:34 PM

To: "Iblake@parkinsen.bec.ca’

Cc: Lun, Eric HLTH:EX; Ray, Jessica L HLTH:EX

Subject: 1051644 - Ministry of Health Response

Dear Ms. Blake:

Thank you for your email of April 1, 2016, regarding PharmaCare coverage of levodopa-carbidopa intestinal
gel (Duodopa®).

T wish to provide the following information regarding the rationalc for PharmaCare’s decision to not include
levodopa-carbidopa intestinal gel (LCIG) in the British Columbia drug formulary for treatment of advanced
stages of Parkinson’s disease:

As you are aware, fevodopa-carbidopa intestinal gel (Duodopa®) is indicated for the treatment of patients with
advanced levodopa-responsive Parkinson’s disease: who do not have satisfactory control of severe, debilitating
motor fluctuations and hyper-dyskinesia despite optimized {reatment with available combinations of
Parkinson’s medicinal products, and for whom the benefits of this treatment may outweigh the risks associated
with the inserfion and long-term use of the percutaneous endoscopic gastrostomy-jejuncestomy (PEG-I) tube
required for administration.

In 2009, levodopa-carbidopa intestinal gel was reviewed by the Common Drug Review (CDR). The Canadian
Expert Drug Advisory Commttlee (CEDAC), part of the CDR, released its final recommendation on July 22,
2009, recommending that participating jurisdictions, including British Columbia’s PharmaCare program, not
list levodopa-carbidopa intestinal gel on the formularies of their public drug plans. The link to the final
recommendation is http://www.cadth.ca/media/cdr/complete/cdr complete Ducdopa luly 24 2009.pdf.

The CEDAC gave this recommendation partly due to the manufacturer's reported incremental cost per quality
adjusted life year (QALY) estimate for Duodopa®, and partly due o guestions regarding the quality and
applicability of the available clinical evidence. The manufacturer requested that specific results from the
economiic evaluation remain confidential pursuant to the CDR Confidentiality Guidelines; however other
published cost per QALY estimates for levodopa-carbidopa were reparted at approximately $1 million per
QALY compared to other conventional oral therapies. At the manufacturer’s list price of $166/day, the annual
cost of therapy is over $§60,000 per patient per year, compared with $3 per day for oral forms of levodopa-
carbidopa.

CEDAC also had concerns with the quality ol the two evaluated trials, which were open-label, of small size,
had high proportions of withdrawals, and were in patient populations that did not represent those most likely to
use Duodopa®. Importantly, given that the PEG-J tube administration route was the stated reason for the drug’s
‘high cost, in both studies levodopa-carbidopa was administered by a nasoduodenal tube rather than the PEG-J
tube of the marketed Duodopa® product. The use of a different route of administration in the clinical trials and
in the marketed product means the results of the clinical trials may not be gencralizable to the patient
population cxpected to benefit from this drug,
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Subsequently, the Drug Benefit Council (DBC) reviewed levodopa-carbidopa intestinal gel and recommended
to the Ministry to not list this drug on the PharmaCare formulary. The Ministry agreed with the CDR arnd the
DBC’s recommendation and decided not to list the drug.

If Abbvie, the manufacturer of this product, has new clinical or economic pricing information for this drug,
they arc welcome to forward a resubmission for Duodopa® to the CDR. Abbvie has approached individual
jurisdictions claiming it has new clinical trial information and requesting Duodopa® be listed, Abbvie has so
. [ar declined to provide this data to the CDR as a re-submigsion.

I hope this information clarifies PharmaCare policy on this matter.

Sincerely,

Fric Lun, PharmD

Executive Director, Drug Intelligence & Optimization Branch
Medical Beneficiary and Pharmaceutical Services Division, Ministry of Health
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Ray, Jessica L. HLTH:EX

From: Jean Blake <]blake®@parkinson.be.ca>

Sent: May-03-16 1:48 PM

To: Lun, Eric HLTH:EX

Ce: Ray, Jessica L HLTH:EX; S-22 Bouma, Susan HLTHEX

Subject: RE: 1051644 - Ministry of Health Response

Attachments: Duodopa therapy; My Issues in Living With Parkinson-anen.docx; Lancet Neuralogy

2014 Duodapa.pdf

Follow Up Flag: Follow up
Flag Status: Flagged

Thank you, Eric. | appreciate you taking the time to respond to me.

| have attached a further appeal (My issues in living with Parkinsan’s) from$-22

s.22

| understand that AbbVie, the drug company has not followed procedure in getting the therapy reviewed by CDR. | met
with some of their representatives and they are aware the Society is concerned ahout their lack of application to CDR
with their newer evidence {Lancet Neurology 2014 attached]and the position it has placed people in BC in wha are
requiring the therapy.

| asked them to please apply to COR and they indicated their business office is considering this approach. If they would
commit to this.approach, could you perhaps-negotiate a timeline with AbbVie for the application? And in the interim,
waould you consider providing this coverage on a case by case basis? Other provinces have reviewed the newer research
and | understand they have either placed it on formulary or it is available on a case by case basis,

| realize there may be many issues at play here but hope you can work to resolve them.

My concern is for people like $-22
5.22

Time may be of the essence for her..
Thank you for your reconsideration.

Jean Blake

CEO

Parkinson Society British Columbia

600 - 880 West Pender Street | Vancouver, BCVBC 19
604 662 3240 | 800 668 333C | www,parkinson.bc.ca

Connect with us!

fob
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Parkinsen Society
British Columbia
You are not alone. We are here to help.

April is Parkinson’s Awareness Month. Help spread the word.

Information provided by Parkinson Society British Columbia is intended to be used for general information only and
should not replace consultation with healthcare professionals. Please speak with a qualified healthcare professional
before making medical decisions.

From: Ray, lessica L HLTH:EX [mailto:Jessica.Ray @gov.bc.ca] On Behalf Of Lun, Eric HLTH:EX
Sent: Friday, April 22, 2016 2:34 PM

To: Jean Blake

Cc: Lun, Eric HLTH:EX; Ray, Jessica L HLTH:EX

Subject: 1051644 - Ministry of Health Response

Dear Ms. Blake:

Thank you for your email of April 1, 2016, regarding PharmaCare coverage of levodopa-carbidopa intestinal gel
(Duodopa®).

I-wish to provide the following information regarding the rationale for PharmaCare’s decision to not include levodopa-
carbidopa intestinal gel (LOIG) in the British Columbia drug formutary for treatment of advanced stages of Parkinson’s
disease:

As you are aware, levodopa-carbidopa intestinal gel (Duodopa®} is indicated for the treatment of patients with
advanced levodopa-responsive Parkinson’s disease: who do not have satisfactory control of severe, debilitating motor
fluctuations and hyper-dyskinesia despite optimized treatment with available combinations of Parkinson’s medicinal
products, and for whom the benefits of this treatment may outweigh the risks associated with the insertion and long-
term use of the percutaneous endoscopic gastrostomy-jejunostomy (PEG-J) tube required for administration.

in 2009, levodopa-carbidopa intestinzl gel was reviewed by the Common Drug Review {CDR). The Canadian Expert Drug
Advisory Committee (CEDAC), part of the CDR, released its final recommendation on July 22, 2008, recommending that
participating jurisdictions, including British Columbia’s PharmaCare program, not list levodopa-carbidopa intestinal gel
on the formularies of their public drug plans. The {ink to the final recommendation is
http://www.cadth.ca/media/cdr/complete/cdr complete Ducdopa July 24 2009.pdf.
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The CEDAC gave this recommendation partly due to the manufacturer's reported incremental cost per quality adjusted
lifa year {QALY) estimate for Duodopa®, and partly due to guestions regarding the quality and applicability of the
available clinical evidence. The manufacturer requested that specific tesults from the economic evaluation remain
confidential pursuant to the CDR Confidentiality Guidelines; however ather published cost per QALY estimates for
levodopa-carbidapa were reparted at approximately $1 million per QALY compared to other conventional oral
therapies. At the manufacturer’s list price of $166/day, the annual cost of therapy is over $60,000 per patient per year,
compared with §3 per day for oral farms of levodopa-carbidopa.

CEDAC also had concerns with the quality of the two evaluated trials, which were open-iabel, of small size, had high
proportions of withdrawals, and were in patient populations that did not represent those most likely to use Duodopa®.
mportantly, given that the PEG-J tube administration route was the stated reason for the drug’s high cost, in both
studies levodopa-carbidopa was administered by a nasoduodenal tube rather than the PEG-i tuhe of the marketed
Duodapa® product. The use of a different route of administration in the clinical trials and in the marketed product
means the results of the clinical trials may not be generalizable to the patient population expected to benefit from this
drug.

Subsequently, the Drug Benefit Council {DBC) reviewed levodopa-carbidopa intestinal gel and recommended to'the
Ministry ta not list this drug on the PharmacCare formulary. The Ministry agreed with the COR and the DBC's
recommendation and decided not to list the drug.

if Abbvie, the manufacturer of this praduct, has new clinical or economic pricing information for this drug, they are
welcome to forward a resubmission for Duadopa® to the CDR. Abbvie has approached individual jurisdictions claimting it
has new clinical trial information and requesting Ducdopa® be listed, Abbvie has so far declined to provide this data to
the CDR as a re-submission.

| hope this informaticn clarifies PharmaCare policy on this matter.

Sincerely,

Eric Lun, PharmD

Executive Director, Orug Intelligence & Optimization Branch
Medical Beneficiary and Pharmaceutical Services Division, Ministry of Health
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My Issues in Living With Parkinson’s Disease and Its Progression -5-22

s.22

What Could Help
s.22
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Ray, Jessica L HLTH:EX

From: Ray, Jessica L HLTH.EX on behalf of Lun, Eric HLTH:EX
Sent: May-09-16 9:16 AM

To: ‘iblake@parkinson.bc.ca’

Ce: Lun, Eric HLTH:EX: Ray, Jessica L HLTHEX

Subject: 1054489 - Ministry of Health Response

Dear Ms. Blake:

Thank vou lor your email of May 3, 2016, in response to our email of April 22, 2016, regarding PharmaCare
coverage of levodopa-carbidopa intestinal gel (Duodopa@),

I also appreciate receiving the information you forwarded from $.22

s.22

In kecping with the health needs of British Columbians and within available resources, PharmaCare has
significantly expanded the number of benefits covered since its establishment. However, PharmaCare is unable
to provide reimbursement for all medications available to assist individuals with their health needs. Given the
fiscal pressures affecting PharmaCare and the broader health system, the program has limited capacity to
expand coverage for new benefits and must be very selective in that regard.

Due to the exiremely high cost of this product, coverage requests are not being considered, including
exceptional cases.

As before, because the manufacturer has new research to present on the drug’s cfficacy, safcty, or cost
ctfcetivencss, they are welcome to resubmit to the national CDR for reassessment. Approving coverage
requests Duodapa® on exceptional basis without conducting a proper review or reassessment would also be
unfair to the vast majority of drug manufacturers who do respect the established drug review pracess, and also
other patients who may also be seeking coverage. ' '

[ realize that this may not be the response you were hoping for but I hope you understand the rationale for this
approach.

Thank you for the opportunity to respond.
Sincerely,
Eric Lun, PharmD

Executive Director, Drug Intelligence & Optimization Branch
Medical Beneficiary and Pharmaceutical Services Division, Ministry of Health
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Ray, Jessica L HLTH:EX

From: McCormick, Erika HLTH:EX

Sent: June-09-16'9:23 AM

To: Minister, HLTH HLTH:EX

Subject: Fws.22 & Duodopa therapy
Attachments: Appeal to Minister LakeS:22
Importance: High

Categories: Assign

From: Morris, Kirsty L [mailto:Kirsty.Morris@leqg.bc.ca]

Sent: Thursday, June 9, 2016 9:21 AM

To: McCormick, Erika HLTH:EX

Subject: FW:s-22 & Duodopa therapy
Importance: High

From: lean Blake [mailtc:jblake@parkinson.bt.cal
Sent: June 8, 2016 4:41 PM
To: Lake.MLA, Terry <Terrv.Lake.MLA@!eg.bc.ca>

Cc: Walman, Barbara J HLTH:EX'<Barbara.Wafman@gov.bc.ca>;5'

{martin.mckeown@ubc.ca) <martin.mckeown@ubec.ca>
Subject:$-22 & Duodopa therapy
Importance: High

Dear Honorable Lake — thank you again for meeting with PSBC representatives on April 11 regarding a provmcual
strategy for the management of Parkinson's disease. At the time, | also provided a letter to you on behalf of®
Further to that letter, please see the attached special request.

Jean Blake

CEO

Parkinson Society British Columbia

600 - 890 West Pender Street | Vancouver, BC VEC 144
604 662 3240 | 800 668 3330 | www.parkinson.bc.ca

Connect with us!

fp

& Parkinson Saciety
7 Brifish Columbia
You are not alone. We are hare to heip.

pdf; Lancet Neurology 2014 Ducdopa.pdf

McKeown, Martin

22
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Register now for Parkinson SuperWalk! You can help make a difference for 13,300 British Columbians, and their loved
ones, affected by Parkinson's disease.

information provided by Parkinson Saciety British Columbia is intended to be used for general information only and
should not replace consultation with heaithcare professionals. Please speak with a qualified heaithcare professional
before meaking medical decisions.
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" Parkinson SOCiEf}f British Columbia wwvi parkinson.be.ca

B90 wast Pendel Sirecl, Sale GG Vancouver, B0 WOE LI« Toel 604 4672 2240 - Fax: 604.087 1327 - Tolt*roe [Sanada and LSy 1 800 G52 2330

June 8, 2016

The Honorable Teirry Lake
BC Minister of Health

Dear Honarable Lake:
Re:s.22 and Duodopa therapy

Sir, we met with you on April 11 {Internaticnal Parkinson's Awareness Day). Thank you again for this
opportunity to present our request for the development of a provincial strategy for the management aof
Parkinsor's disease.

We left with you a note from $.22
s.22

The recommerided therapy for her is Duodopa therapy which, although medically available in BC, ts not
covered by BC Pharmacare. One patient to date has had the procedure and has coverage undera

private health care plan. Unfortunately, 8-22
s.22

BC Pharmacare has indicated they will not consider new evidence that AbbVie, the drug company has
offerad to them. As is accepted practice, they have indicated that AbbVie needs to make a submission
through the Commeon Drug Review (CDR) process for consideration. AbbVie has indicated they will not
do this as they have already made successful submissions to other provinces and obtained coverage of
the therapy in Onfario, Quebec, Alberta and Manitoba. As there are very few patients in BC that will
require this therapy (Or. McKeown, Director of the UBC Movement Disorder Clinic estimates 10 to 12
patients per year, some of whom will have private plans that cover the cost), | understand from Abbvie
they feel there is not a good business reason for them te submit to CDR.

While we support the need for process, in the meantime S-22 is caught in between BC.
Pharmacare's reguest that AbbVie follow accepted process and AbbVie having gained approval in other
provinces through a direct review of their new evidence (see attached). '

The Society requested that BC Pharmacare review this evidence and at least, on a case by case
approach, review and approve Duodopa therapy for patients in need of this life changing and/or life

saving therapy.s.22 o _
s.22

Although Ducdopa will “cost' PharmaCare, it will save money in other parts of healthcare. As integrating
the system is part of the Ministry's strategic plan, we hope you will consider the following in making s
decision.

s.22

YOU are ”Of E?/(Jne WE are he."e fO help Chariahde Repnmano: Mo FESDS P40 8500
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s.22

We ask you to please consider both the improvements in her health and life as well as controliing other
costs to the health care system in balancing this request for Pharmacare to review and approve an
application for Duodopa therapy for $-22 1 and, in the future, on a case by case basis for
others requiring government assistance to pay for the tharapy.

Thank you for your kind consideration.

Sincerely,

Clon Bt

Jean Blake, CEO
ce. ggrbara Walman, Pharmacare
S.

Dr. Martin McKecwn, UBC Movement Disorder Clinic
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Ray, Jessica L HLTH:EX

_ N
From: Stevens, Sandy HLTH:EX on behalf of hith Med Ben & Pharm Services Correspondence
Unit HLTH:EX
Sent: June-30-16 1:52 PM
To: blake@parkinson.bc.ca’
Subjéct: Ministry of Health Response 1057244
Importance: High

1057244

Ms. Jean Blake
jblake(@parkinson.be.ca

Dear Ms. Blake:

Thank you for your-email and atiached letter of June 8, 2016, regarding PharmaCare coverage of levodopa-
carbidopa intestinal gel (Duodopa®). Honourable Terry Lake, Minister of Health, has asked mec to respond on
his behalf. It was also a pleasure to meet with you as part of the BC PharmaCare Coalition last week.

As per Fric Lun’s prior response to you of May 9, 2016, in keeping with the health needs of British Columbians
and within available resources, PharmaCare has significantly expanded the number of benefits covered since its
establishment. However, PharmaCare is unable fo provide reimbursement for all medications available to assist
individuals with their health needs. Given the fiscal pressures affecting PharmaCare and the broader health
system, the program has limited capacity to expand coverage for new benefits and must be very selective in that
regard,

Due to the extremely high cost of this product, coverage requests are not being considered, including
exceptional cases.

As before, if Abbvie has new research to present on the drug’s efficacy, safety, or cost effectivencss, I would
strongly encourage them to resubmit to the national Common Drug Review for reassessment. This would
benefit our decision making in BC and I understand that this has also been requested by other jurisdictions.
Approving coverage requests for Duodopa® on exceptional basis without conducting a proper review or
reassessment would be unfair to the drug manufacturers who do respect the established drug review process,
and to other patients who may also be seeking coverage.

I am surc that this is not the response you were hoping for, and [ appreciate your bringing this to my attention.
Sincerely,

Barbara Walman

Assistant Deputy Minister

Medical Beneficiary and Pharmaceutical Services

pe: Honourable Terry Lake
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From: Jean Blake [mailto:iblake@parkinson.bc.ca)

Sent: June 8, 2016 4:41 PM

To: Lake MLA, Terry <Terry.lake MIA@leg.be.ca>

Cc: Walman, Barbara J HLTH:EX <Barbara.Walman@gov.bc.ca>S$-22 iMcKeown, Martin
{martin.mckeown@ubc.ca} <martin.mckeown@ubc.ca>

Subject: s.22 & Duodopa therapy

Importance: High

Dear Honorable Lake — thank you again for meeting with PSBC representatives on-April 11 regarding a provigmial’
strategy for the management of Parkinson’s disease. At the time, | also provided a letter to you on behalf o
Further o that letter, please see the atiached special request.

Jean Blake

CEO

Parkinson Society British Coiumbia

600 - 890 West Pender Street | Vancouver, BC VBC 1J9
604 662 3240 | 800 668 3330 | www. parkinson.bc.ca

Connect with us!

fop

Parkinson Society
British Columdia.

You are not afone. We are here to help.

Register now for Parkinson SuperWalk! You can help make a difference for 13,300 British Columbians, and their loved
ones, affected by Parkinson's disease.

Information provided by Parkinson Society British Columbia is intended to be used for general information only and
should not replace consuitation with healthcare professionals. Please speak with a qualified healthcare professional
before making medical decisions.
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Fromotony refliess Snsnving nare

UBC

June 3, 2016

Ms. Susan Bouma

Pacific Parkinson’s Research Centre
Facuity of Medicine

Vancouver Hogpital and Health Sciences Centre
Purdy Pavilion 2221 Wesbrook Mall

vVancouver, B.C. Canada, V6T 2B5

Martin 1. McKeown, BEng, MD, FRCP({C)
PPRI/UBC Chair in Parkinsoti's Disease Research
Professar, Dept. of Medicine. (Neurology)
Aszaciate Member, Dept of ECE, UBC

Unlversity of British Cefumbia

‘?i% 3
?'-:
ﬁ
i’:ﬁ

Director, Special Authority, Drug intelligence and Optimization Branch @ 7S
Medical Benéficiary and Pharmaceutical Services Division, Ministry of Health : ,_ﬂ,

3-1, 1515 Blanshard St.

Victoria BC VBW3C8 JUN Q7 20%6

Susan.Bouma@gov.be.ca

Dear Ms. Bouima,

RINMISTHRY OF MLty
PHARMAGARLE TR A
GRECIAL A m:zrr\.f’ &

[ —

L e

i am writing to request PharmaCare approval for levodopa/carbidopa intestinal gei {“LCIG* brand

name “Duodoepa”) for our patient $-22
s.22

Page 1003

Tel (604)822-7516

Fax. (604)822-7866 Email: martin.mckeown@ube.ca
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Page 2 of 3
Tel (604)822-7516  Fax. (604)822-7866 Email: martin.mckeown@ubc.ca
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-, PACIFIC PARKINSON'S ' 7oz
" Research Centre \ ‘@j

s.22

As per our meeting with yourself and Mr. Lun on Decemnber 7, 2015, | would like to reassure PharmaCare
that the use of LCIG managed by the Movement Disorders Clinic at UBC will be strictly limited to a very
small number of patients that have no other therapeutic options. Recommendation far LCIG therapy is not
made solely an the patient’s clinical presentation. The UBC/VCH Duodopa program further assesses and
evaluates all patients on a number of factors that will affect the patient’s success with the therapy. For
example, the patient needs ta have a supportive partner/person in their life that is willing and zble to learn
and aid in the use of the therapy. Additicnally, the patient and support person’s commitment are assessed
during a trial period with the pump before a refarfal to a gastroenterologist is made. There a number of
assessments made that will further reduce the number of qualified applications for this therapy. | would
also like to remind PharmaCare that a pivotal double-blind RCT was published in the Lancet Neurology on
December 20, 2013 confirming that “Continuous delivery of levedopa-carhidopa with an intestinal gef
offers a promising option for control of advanced Parkinson’s disease with motor complications. Benefits
noted with intestinal gel delivery were of a greater magnitude than were thosa ebtained with medical
therapies ta date... ” and are “in a similar range as reported with deep brain stimutation.*

Thank you for your time to meet with Or. Hinnell and me on December 7, 2015. We were disappointed that
Pharmacare has made the decision to decline approval for LCIG Farmulary coverage 6r at @ minimuim to
accept a submission fram the manufacturer forreview {unlike Ontario}. However we expect that BC should
telmburse LCIG on an exceptional basis as other provinces do where Movement. Disorder Clinics have
expertise with LCIG. If our patient were a resident of Alberta, Manitoba, Ontario, Quekec ar Yuken my
patient would successfully gain public reimbursement for LCIG.

Thank you far consideration of this request and | would appreciate hearing back fram you within 7-10
business days as there is urgency to this request.

Stncerely yours,

ot | o

Ce: Honourable Terry Lake, Minister of Health <patient identifiers redacted:

¢ Warren Olanaw.et al “Continuous intrajejunal infusion of levadopa-carbidopa intestinal gel for patients

with.advariced Parkinson's disease: a randomised, controlled, double-biind, double-dummy study.” The
Lancet Neutology, 2014 Feb;13(2)1141-9. doi: 10.1016/51474-4422(13}70293-X

Page 3 of 3
Tel.(604)822-7516  Fax. (604)822-7866 Email: martin.mckeown@ubc.ca
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BRITISH
COLUMBIA

Tune 27, 2016 1057084

Dr. Martin I. McKeown

Director, Pacific Parkingon’s Research Centre
Faculty of Medicine

Vancouver Hospital and Health Sciences Centre
Purdy Pavilion 2221 Wesbrook Mall
Vancouver BC V6T 2BS

Dear Dr. McKeown:

Thank you for your fetter of June 3, 2016, regarding PharmaCare coverage of
levodopa-carbidopa intestinal gel (Duodopa™).

[ also appreciate receiving the information you forwarded regardings-22

s.22

In keeping with the health needs of British Columbians and within available resources,
PharmaCare has significantly expanded the number of benefits covered since its establishment.
However, PharmaCare is unable to provide reimbursement for all medications available to assist
individuals with their health needs. Given the fiscal pressures affecting PharmaCare and the
broader health system, the program has limited capacity to cxpand coverage for new benefits
and must be very selective in that regard. At the manufacturer’s list price of $166/day, the
annual cost of therapy with Ducdopa® is over $60,000 per patient per year, compared with §3
per day for ather drug therapies or $1433.86 for a deep brain stimulation procedure.

Due to the extremely high cost of this product, coverage requests are not heing considered,
includmg exceptional cases.

As per our previous correspondence, if the manufacturer has new research to present on the
drug’s efficacy, safety, or cost-cffectivencss, they are welcome to resubmit to the national CDR
for reassessment. Approving coverage requests for Duodopa® on exceptional basis without
conducting a proper review or reasscssment would be unfair to the vast majority of drug
manufacturers who do respect the established drug review process, and also to other patients
who may also be seeking coverage.

&

Ministry of Health Modical Benefictary and Pharmaceutical Services 1515 Blanshiard S¢
PO BOY 9652 5TN PROV GUVT
Victona BC VAW 904
Telephone: 253 952-3234
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I realize that this may ot be the response you were hoping for but I hope you understand the
rationale for this approach.

Thank you for the opportunity to respond.

Sincerely,

Susan Bouwma, B.Sc. (Pharm), R.Ph, PharmD
Director, Special Authority, Drug Intelligence and Optimization Branch
Medical Beneficiary and Pharmaceutical Services Division, Ministry of Health
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Ray, Jessica L HLTH:EX

" A
From: Will, Jordan HLTH:EX
Sent: July-19-16 4:52 PM
To: Docs Processing HLTH:EX ,
Subject: INCOMING URGENT: Injectable Ducdopa

Hi,

Could we please assign to MBPSD a request for an update on injectable duodopa {Parkinson’s medication) and the
availability of any special exemptions for the drug.

The MO has asked for the update by tomorrow midday.

Thank vou,

JORDAN WL

a/Manager, Execative Program Operations
Offfce of the Deputy Minister

Ministry af Health

P: 250.952.1908 [C: 250.217.3655 | Jordan.will@gov.he.ca
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INFORMATION BULLETS

Cliff# 1059192 — Honourable Terry Lake, Minister re: request for updated information about
PharmaCare coverage of levodopa-carbidopa intestinal gel (Duodopa®) and policy for providing
excepfional Special Authority (SA) coverage of this medication.

REQUEST:

Request for information bullets re updated iqform-ation about PharmaCare coverage of
levodopa-carbidopa intestinal gel (Duodopa@'), and policy for providing exceptional Special
Authority (SA) coverage of this medication.

BACKGROUND:
e Levodopa-carbidopa intestinal gel (Duodopa®) is indicated for the treatment of patients
with advanced levodopa-responsive Parkinson’s disease:

o whom do not have satisfactory control of severe, debilitating motor fluctuations
and hyper-dyskinesia despite optimized treatment with available combinations of
Parkinson’s medicinal products; and

o for whom the benefits of this treatment may cutweigh the risks associated with
the insertion and long-term use of the percutaneous endoscopic
gastrostomy-jejunestomy (PEG-J) tube required for administration.

FINDINGS:

s In 2009, levodopa-carbidopa intestinal gel was reviewed for the treatment of Parkinson’s
disease by the Common Drug Review (CDR). The Canadian Expert Drug Advisory
Committee (CEDAC), part of the CDR, released its final recommendation on
July 22, 2009, recommending that participating jurisdictions, including
British Columbia’s PharmaCare program, not list levadopa-carbidopa intestinal gel on
the formularics of their public drug plans. The link ta the final recommendation is
hitp//www.cadth.ca/media/edr/complete/cdr_complete Duodopa_July 24 2009 pdf.

e The CEDAC gave this recommendation due to the manufacturer's reported incremental
cast per quality adjusted life year (QALY) estimate for Duodopa®, and alsodue to
questions regarding the quality and applicability of the available clinical evidence.

¢ The manufacturer requested that specific results from the economic evaluation remain
confidential pursuant to the CDR Confidentiality Guidelines; however other published
cost per QALY estimates for levodopa-carbidopa were reported at approximaiely
$1 million per QALY compared to other conventional oral therapies. At the
manufacturet’s list price of $166/day, the annual cost of therapy is over $60,000 per
patient per year, compared with $3 per day for oral forms of levodopa-carbidapa.

¢ CEDAC also had concern with the quality of the two evaluated trials. Which were open-
label, of a small size, had high proportions of withdrawals and were in patient
populations that did not represent those most likely to use Duodopa®,
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e Itis important i note that given the PEG-J tube administration route was stated as the
reason for the drug’s high cost, in both studies the levodopa-carbidopa was administered
by a nasoduodenal tube not the PEG-J tube. The use of a different ronte of administration
in the clinical triais and in the marketed product means the resuits of the clinical trials.
may not be generalizable to the patient population expected to benefit from this drug,

= Subsequently, the Drug Benefit Council (DBC) reviewed levodopa-carbidopa intestinal
gel and recommended to the Ministry to not list this drug on the PharmaCare formulary.
The Ministry agreed with the CDR and the DBC’s recommendation and decided not to
list the drug.

» If Abbvie, the manufacturer of this product, has new clinical or economic pricing
information for this drug, they are welcome to forward a resubmission for Duodopa® to
the CDR. Abbvie has approached 1nd1v1dual jurisdictions claiming it has new clinical
trial information and requesting Duodopa® be listed, Abbvie has so far declined to
provide this data to the CDR as a re-submission.

» Given the fiscal pressures affecting PharmaCare and the broader health system, the
program has limited capacity to expand coverage for new benefits and must be very
selective in that regard. '

¢ Due to the extremely high cost of this product, coverage requests are not being
considered, including exceptional cascs. Therefore, approving coverage requests for
Duodopa® on exceptional basis without conducting a proper review or reassessment
would be unfair to the drug manufacturers who do respect the established drug review
process, and to-other patients who may also be seeking coverage.

SUGGESTED MLA RESPONSE:

» [n 2009, levodopa-carbidopa intestinal gel was reviewed for the treatment of Parkinson’s
disease by the Common Drug Review (CDR). The Canadian Expert Drug Advisory
Committee (CEDAC) as a part of the CDR, released its final recommendation on
July 22, 2009, recommending that participating jurisdictions, including
British Columbid’s PharmaCare program, not list levodopa-carbidopa intestinal gel on
the formularies of their public drug plans.

¢ The link to the final recommendation is
hitp:/fwww.cadth.ca/media/cdr/completc/cdr_complete Duodopa July 24 2009.pdi.

¢ For further details about the rationale of the CDR recommendation to not list this
medication, please sec the background information above.

¢ Subsequently, the Drug Benefit Council (DBC) reviewed levodopa-carbidopa intestinal
gel and recommended to the Ministry to not list this drug on the PharmaCare formulary.
The Ministry agreed with the CDR and the DBC’s recommendation and decided not to
list the drug.

e If Abbvie, the manufacturer of this product, has new chmcai or ecenomic pricing
information for this drug, they are welcome te forward a resubmission for Duodopa {o
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the CDR. Abbvie has approached individual jurisdictions claiming it has new clinical
trial information and requesting Duodopa® be listed, Abbvie has so far declined to
provide this data to the CDR as a re-submission.

» I'wish to advise that PharmaCare has significantly expanded the number of beacfits
covered since its cstablishment. However, PharmaCare is unable to provide
reimbursement for all medications availahle to assist individuals with their health needs.

» Given the fiscal pressures affecting PharmaCare and the broader health system, the
program has limited capacity to expand coverage for new benefits and must be very
selective in that regard.

¢ Due to the extremely high cost of this product, coverage requests are not being
considered, including exceptional cases. Therefore, approving coverage requests for
Duod0pa® on exceptional basis without conducting a proper review or reassessment
would be unfair to the drug manufacturers who do respect the established drug review
process, and to other paticnts who may also be seeking coverage.

Program ED/Branch/Division: Eric Lun/Drug Intelligence and Optimization Branch/Medical Beneficiary and

Phartmaceutical Services Division
Date: luly 20, 20116
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Ray, Jessica L HL_"I;H:EX

L
From: McClymont, Brenda HLTH:EX
Sent: November-15-16 10:44 AM
To: Docs Processing HLTH:EX
Ce: : Stevens, Sandy HLTHIEX
Subject: 1073945 - MLA Laurie Throness - Duodopa/ Parkinson's and what BC currently does for
Parkinson's x ref 1059192
Attachments: RE: ETA??? Parkinsons stuff; 1059192 Info Bullets re update on PharmaCare coverage of

Duodopa.docx:

The attached does not address what the province currently does for Parkinson’s. Would you like ta assign formally?

From: Docs Processing HLTH:EX

Sent: Tuesday, November 15, 2016 10:14 AM

To: Stevens, Sandy HLTH:EX; McClymont, Brenda HLTH:EX
Ccr Docs Processing HLTH:EX

Subject: MLA Throness - Duadopa/ Parkinson's x ref 1059192

Just one more thing, please. Do the builets address the 2™ part of the MO's request: what the province currently does
for Parkinson’s?

Thanks so much,

Kathy Simonson

Program Coardinater | Executive Qperations £ DMQ / Ministry of Health
5.3 1515 Blanshard St. Victoria BC VBW 3C8

Telephone 250 952-0398

kathy.simonson@agov.be.ca

Warping: This cuinf! i dotemded oily o teese of b ndividand o ovgangation fosihon o fadifiessad, 1anercontam | HE e thit fs priieeed or

Apty disiribiion. discinsbirs, qopuing, v ofic b by aayane elee & steictly prehibivad. I o dave reecfied this v evier, plegse tlephone oF e iptil Hew

sender Anpredfafaly and delete Hie s,

From: Stevens, Sandy HLTH:EX

Sent: Tuesday, November 15, 2016 10:06 AM

To: Docs Processing HLTH:EX

Cc: McClymont, Brenda HLTH:EX; -Stevens, Sandy HLTH:EX
Subject: FW: MLA Throness - Duodopa/ Parkinson's x ref 1059192

Hi Kathy:

Tijana confirmed that they are fine as it &

Cheers

Sandy

From: Docs Processing HLTHIEX |

Sent: Tuesday, November 15, 2016 9:42 AM

To: McClymont, Brenda HLTH:EX; Stevens, Sandy HETH:EX
Cc: Dacs Processing HLTH:EX

Subject: MLA Throness - Duodopa/ Parkinson's x ref 1059192

1
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Do they need to be fine-tuned for MLA Throness?
Thanks so much,

Kathy Simonson

Program Coordinator / Execitive Operations / DMO / Winistry of Health
5-3 1515 Blanshard S8t. Victoria BC VAW 3C8&

Telephone 250 §52.0998

kathv.simonsonigov.bec.ca

Warning: Thiz wnail i intended ;:-r:.fy’.f't..!;' the e of te dinicdial or ovgesizgion In wlia it {z aifdressed, N A Corliin .-'n;'i':-r;fz.'rrfqu Hht 55 privileved o

conafidenibinl. Ay disteibpiion, dischoza e, copning, o alher pse by mgowe else st ey profibited 10 Bave receieed iy Sy orior, plonse Bedepfiene oy el e

sertder P ialelyy i defete Hie nressage,

From: Stevens, Sandy HLTH:EX

Sent: Tuesday, November 15, 2016 9:38 AM

To: Docs Processing HLTH:EX

Cc: McClymont, Brenda HLTH:EX; Stevens, Sandy HLTH:EX
Subject: FW: MLA Throness - Ducdepa/ Parkinson's x ref 1059192

Hi Kathy:
Tijana Fazlagic has.confirmed that this attached huilets are still up to date.

Cheers
Sandy

From: Docs Processing HLTH:EX

Sent: Monday, November 14, 2016 4:26 PM

To: McClymont, Brenda HLTH:EX; Stevens, Sandy HLTH:EX
Cc: Docs Precessing HLTH:EX

Subject: MLA Throness - Duodopa/ Parkinson’s x ref 1059192

Back in July, MBPSD staff created the attached decument regarding Duodopa and Parkinson's Disease. Our MO has
asked staff to review the attached and make sure it is still up to date.

Please confirm updates and | will create a new assignment.
Thanks so much,

Kathy Simonson

Program Coordinator | Executive Operations / DMO 7 Ministry of Health
5-3 1515 Blanshard 5t, Vicforia BC VBW 3C8

Telephone 250 352-0998

kathy.simonson@gov.be.ca

Warning: Tirhs emuil s heepeded cnly for e nee of the intiiduad vr neganizgtion b ivhom 3 is addvessed, 1t ey conteln ifermaiiog (at i pieifoged i
contfidertial, Ay disfribution, disclostre, copyeis, or oilicr wse b anyone slse i sleictly peolibited, T0a baee recedeed this Bz erio, please obepimize o contall he

seunfer fipmediafely and delete Hhae siestege.

From: Robertson, Derek HLTH:EX _
Sent: Monday, November 14, 2016 4:21 FM
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To: Docs Processing HLTH:EX
Cc: Will, Jordan HLTH:EX
Subject: MLA Throness - Duadopa/ Parkinsen's x ref 1059192

This is the one.

Can'we go back and review this document to make sure it is stitl up-to-date? Also, Can we prepare bullets on what the
province currently does for Parkinson’s for MEA Throness?

Thanks,

Derek

From: Docs Processing HLTH:EX

Sent: Monday, November 14, 2016 3:42 PM

To: Robertson, Derek HLTH:EX

Cc: Will, Jordan HLTH:EX; Docs Processing HLTH:EX
Subject: RE: Duodopa

Is this.the one?

Thanks so much,

Kathy Simonson

Program Coardinator / Execufive Operations f DMO 7 Ministry of Health
5.3 1519 Blanshard St, Victoria BC V8W 3C6

Telephons 250 952-0998

kathy.simonson@gov.bc.ca

Worirnfaeg: Thrs a1 Bnteadad ondy foe e tise of Se Dedioddued crorganfzadon o ohom 3 addresecd T may soiain s eration ial i pogdaged or

friciy prppibited 1 pan hare wecefied Bids i ervgr, plesse felopiope or et e

coifidoetiad . Ainy distrinnition, dizebreire, o yuging, o other wde Iy tons wlse ke g

serteder intnefadedy ond delote He imessage.

From: Robettson, Derek HLTH:EX

Sent: Monday, November 14, 2016 3:37 PM
To: Docs Processing HIZTHEX

Cer Will, Jordan HLTH:EX

Subject: Duodopa

Hay Docs,

| know a couple months ago we dealt with a request from MLA Dalton in regards to duodapa. Can you find this
information and send it to me?

Thanks,
Derek

Derek Robertson

Executivé Assistant to the Honourable Terry Lake
Minister of Health

DOffice: {250) 953-3547
Derek.Robertson@gov.bc.ca
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INFORMATION BULLETS
CIliff# 1073945

REQUEST:
e Mr. Laurie Throness, MLA, Chilliwack-Hope, requested information regarding what
coverage PharmaCare currently provides for treatments for Parkinson's disease.

BACKGROUND:
» PharmaCarc provides coverage for the following medications commonly used for treatment
of Parkinson’s disease as Regular Benefits:

o levodopa-benserazide (Prolopa®);

levadopa-carbidopa {Sinemet® and penerics);

bromocriptine (generic versions);

rasagiline (generics),

selegiline (generics);

amantadine (PMS-amantadine capsules and syrup);

benztropine (generics); and

trihexyphenidyl (generics). :

» PharmaCare provides coverage for the following medications for treatment of Parkinson’s
disease as Limited Coverage benefits:

o levodapa-carbidopa-entacapore (Stalevo®);

o entacapone (Comtan®);

o pramipexole (Mirapex® and generics); and

o ropinirole (Requip® and generics).

« Levodopa-carbidopa intestinal gel (Duodopa®) is indicated for the treatment of patients with
advanced levodopa-responsive Parkinson's disease:

o Those who do not have satisfactory control of severe, debilitating motor fluctuations
and hyper-dyskinesia despite optimized treatment with available combinations of
Parkinson’s medicinal products; and

o Those wha the benefits of this treatment may outweigh the risks associated with the
insertion and long-term use of the percutaneous endoscopic gastrostomy-jej unostomy
(PEG-J) tube required for administration.

oo 0000

8]

FINDINGS:

* In 2009, levodopa-carbidopa intestinal gel was reviewed for the trcatment of Parkinson’s
disease by the Common Drug Review (CDR). The Canadian Expert Drug Advisory
Committee (CEDAC), part of the CDR, released its final recommendation on July 22, 2009,
recommending that participating jurisdictions, including BC’s PharmaCare program, not list
levodopa-carbidopa intestinal gel on the formularies of their public drug plans. The link to
the final recommendation is
hitp://www cadth.ca/imedia/cdr/complete/cdr_complete_Duodopa July 24 2009 pdf.

» The CEDAC gave this recommendation due to the manufaciurer's reported incremental cost
per quality adjusted life year (QALY) estimate for Duodopa®, and also due to questions
regarding the quality and applicability of the available clinical evidence.
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s The manufacturer requested that specific results from the economic evaluation remain
confidentia} pursuant to the CDR Confidentiality Guidélines; however other published cost
per QALY estimates for levodopa-carbidopa were reported at approximately $1 million per
QALY compared to other conventional oral therapies. At the manufacturer’s list price of
$166/day, the annual cost of therapy is over $60,000 per patient per year, compared with
$3 per day for oral forms of levodopa-carbidopa.

» CEDAC also had concern with the quality of the two evaluated trials. Which were
open-label, of a small size, had high propoertions of withdrawals and were in patient
populations that did not represent those most likely to use Duodopa®.

» It is important to note that given the PEG-J tube administration route was stated as the reason
for the drug’s high cost, in both studies the levodopa-carbidopa was administered by a
nasoduodenal tube not the PEG-J tube. The use of a different route of administration n the
clinical trials and in the marketed product means the results of the clinical trials may not be
generalizable to the patient population expected to benetit from this drug.

» Subsequently, the Drug Bencfit Council (DBC) reviewed levodopa-carbidopa intestinal gel
and recommended to the Ministry to not list this drug on the PharmaCarc formulary. The
Ministry agreed with the CDR and the DBC’s recommendation and decided not to list the
drug.

s If Abbvie, the manufacturer of this product, has new clinical or economlc pricing information
for this drug, they are welcome to forward a resubmission for DuodOpa to the CDR. Abbvie
has approached 1nd1v1dual jurisdictions claiming it has new clinical trial information and
requesting Duodopa be listed, Abbvie has so far declined to provide this data to the CDR as
a re-submission.

» Given the fiscal pressures affecting PharmaCare and the broader health system, thic program
has limited capacity to expand coverage for new benefits and must be very selective in that
regard.

» Due to the extremely high cost of this product, coverage requests are not being: consmlered
including exceptional cases. Therefore, approving coverage requests for Duodopa® on
exceptional basis without conducting a preper review or reassessmert would be unfair to the
drug manufacturers who do respect the established drug review process, and to other patients
who may also be seeking coverage.

SUGGESTED MLA RESPONSE:

» In 2009, levodopa-carbidopa intestinal gel was reviewed for the treatment of Parkinson’s
diseasc by the CDR. CEDAC as a part of the CDR, released its final recommendation on
July 22, 2009, recommending that participating jurisdictions, including British Columbia’s
PharmaCare program, not list levodopa-carbidopa intestinal gel on the formularies of their
public drug plans.

o The link to the final recommendation is
http:/Awww.cadth.ca/media/cdr/complete/cdr_complete_Duodopa_July 24 2009.pdf.

o For further details about the rationale of the CDR recominendation to not list this medication,
please see the background information above.

o Subsequently, the DBC reviewed levodopa-carbidopa intestinal gel and recommended to the
Ministry to not list this drug on the PharmaCare formulary. The Ministry agreed with the
CDR and the DBC’s recommendation and decided not to list the drug.
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o If Abbvie, the manufacturer of this product, has new clinical or economic pricing information
for this drug, they are welcome to forward a rcsubmission for Duodopa® to the CDR. Abbvie
has approached individual jurisdictions claiming it has new clinical trial information and
requesting Duodopa®™ be listed, Abbvic has so far declined to provide this data to the CDR as
a re-submission.

o [ wish to advise that PharmaCare has significantly expanded the number of benefits covered
since its establishment. Howcever, PharmaCare is unable to provide reimbursement for all
medications available to assist individuals with their health needs.

» Given the fiscal pressures affecting PharmaCare and the broader health system, the program
has limited capacity to cxpand coverage for new benefits and must be very selective in that
regard.

» Due to the extremely high cost of this product, coverage requests are not being considered,
including exceptional cases. Therefore, approving coverage requests for Duodopa® on
exceptional basis without conducting a proper review or reassessment would be unfair to the
drug manufacturers who do respect the established drug review process, and to other patients
who may also be seeking coverage.

» PharmaCare provides coverage for the following medications commonly used for treatnent
of Parkinson’s disease as Regular Benefits:

o levodopa/benserazide (Prolopa®);

levodopa/carbidapa (Sinemet® and generics);

bromocriptine (generic versions);

rasagiline (generics);

selegiline (generics);

amantadine (PMS-amantadine capsules and syrup);

benztropine (generics); and

o trihexyphenidyl {generics).

¢ PharmaCare provides coverage for the following medications for treatment of Parkinson’s
disease as Limited Coverage benefits:

o levodopa/carbidopa/entacapone (Stalevo®);
o entacapone {Comtan®);

o prarmpexole (Mirapex® and generics); and
o ropinirole (Requip® and generics).

C oo o0o0o0

Program ED/Branch/Division:  Eric Lun/Drug Intelligence and Optimization /
Medical Beneficiary & Pharmaceutical Services Division
Date: November 23, 2016
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Ray, Jessica L HLTH:EX

From: Docs Processing HLTH:EX

Sent; December-20-16 8:31 AM

To: Roberison; Derek HLTH:EX

Cc: Dacs Processing HLTH:EX; Fougere, Brianna HLTH:EX

Subject: URGENT Answer needed: 1073945 - MLA Laurie Throness - Ducdopa/ Parkinson's and

what BC currently does for Parkinson's x ref 1059192

Good maorning Derek,
Here is the information prepared by MBPSD for you inguiry befow,
Below is a table that Kimn Graff provided, that shows which provinees provide Duodopa as & henefit.

Benefit Non-Banefit

Ontaric {Exceptional Access Program) Alberta

Yukon {Exceptional) Saskatchewan
Manitoba
Quebec

MNew Brunswick

MNova Scotia

Newfoundiand and Labrador
PEL

NIHB

Thank youl

Debra Hartien

Team Assistant, Docs Precessing, Executive Operations, Deputy Minister's Office.

1515 Blanshard Street, Victoria, BC, VBW 3C3 | Phone: 250.952.1040

Woorsrdng: Thds oo} i ironded oudy fur the e of the didipid et o apyzalion toadionn TE s addeessed, 1 iay coatain fnjhrmmhjm Hral is priviteced or
vaitbidentinl, Anly dizbribnbion, disclosere, copuieg, oF cfer ke Bl aiyaite clie G steictly probilifed. I yon baee recefiod Bis o error, pleage telepone or e-niail e
sender tmpiednitely avd gefete ig message.

From: Robertson, Derek HLTH:EX

Sent: Monday, December 19, 2016 12:37 PM

To: Docs Processing HLTH:EX

Cc: Will, Jordan HLTH:EX; Stearn, Anne HLTH:EX; Michell, Jennifer HLTH:EX; Faugere, Brianna HLTH:EX

Subject: RE: 1073945 - MLA Laurie Throness - Duodopa/ Parkinson's and what BC currently does for Parkinson's x ref
1059192

Hey Daocs,

Can we get ASAP confirmation on whether any other provinces/territories currently cover Duodopa?

Need by the end of the day,

Derek e

From: Docs Processing HLTH:EX

Sent: Thursday, November 24, 2016 11:18 AM

To: Robettson, Derek HLTH:EX

Cc: Docs Processing HLTH:EX; Will, Jordan HLTH:EX; Stearn, Anne HLTH:EX; Michell, Jennifer HLTH:EX

Subject: 1073945 - MLA Laurie Throness - Duodopa/ Parkinson's and what BC currently does for Parkinson's x ref
1059192

Hi Derek:

MBPSD has provided the attached updated infarmation in response te your request helow. This has been approved by
Barbara Walman, ADM,

Thanks so niuch,
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Kathy Simonson

Pragrai Coordinator { Executive Operations / DMO 7 Ministry of Health
5-3 1515 Blanshard St, Victoria BC VBW 3C8

Telephone 250 852-0958

kathv. simonson@qgov.bc.ca

Wiaririig: Thesciaid is dbendod oy i e wse of the Tadividuel or srgaafzation o whom it e adelressed. 1F prnyg confadlt I aiating thal i proafeged o

e, coppiian, oF pihee s by anvoie ofse B sivictty pehibited 1 oo ave secedecd fs ia gem pleise leteplon s ol the

f.‘fvr{fr':'.'wrii:ﬂ. A fistriineion, discls

senr Dtne el aid dele U
From: Rcbertson, Derek HLTH:EX

Sent: Monday, November 14, 2016 4:21 PM

To: Docs Processing HLTH:EX

Cc: Will, Jordan HLTH:EX

Subject: MLA Throness - Duodopa/ Parkinson's x ref 1059192

Can we go back and review this document to make sure-it is stillup-to-date? Also, Can we prepare Bullets on what the
province currently does for Parkinson’s for MLA Throness?

Thanks,
Qerek

fo Hhe miissige,

From: Docs Processing HLTH:EX

Sent: Monday, November 14, 2016 3:42 PM
To: Robertson, Derek HLTH:EX

Cc: Will, Jordan HLTH:EX; Docs Processing HLTH:EX
Subject: RE: Duodopa

Is this the one?

Thanks so much,

Kathy Simonson

Program Coordinalor I-Executive Operations f DMO / Ministry of Heaith
5.3 1515 Blanshard Si. Victoria BC VBW 3C8

Telephone 250 352-0998

kathy.simonson@gov.be.cg

Woaritiay: This eontil i fntendeil tag forr the gseeof U Dndilidnat o orgmnization fo e I de addressnt, (g Comkadn mfymding Hnd ds pricieged o

congidentiad, Ay disteilution, disclosure, repping, v oiher use by e efve i sivicily profibited ) von Tice receiond this In ervr, please felephiisie or domid the

s frennedigtely and delete e wessage. 0
From: Rebertson, Derek HLTH:EX

Sent: Monday, November 14, 2016 3:37 PM

To: Docs Processing HLTH:EX

Cc: Will, Jordan HLTH:EX.

Subject: Duodopa

Hey Docs,

| khow a couple months ago we dealt with a request from MLA Dalten in regards to duodopa. Can you find this
information and send it to me?

Thanks,

Derek

Derek Robertson

Executive Assistant to the Honourable Terry Lake
Minister of Health

Office: {250) 953-3547
Darel.Robertson@gov.he.ca
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Josh Greggain, M.D., C.C.F.P.
Hope Medical Cenitre
735 -47H AVENUE PO BOX 1000
HOPE, BC
VOX L0
PHONE: 604-869-5548 FAX: 604-869-2459
Laurie Throness
Chilliwack-Hape
British Columbia Liberal Party
laurie.throness ML A@leg.be. ca
East Annex, Parliament Buildings
Victoria, BC
VBV 1X4

30 Nov 2016
Dear M. Laurie Throness,

Re: DUODOPA® therapy for adianced Parkinson’s disease

Fam writing to ask for your suppart.in-the public funding of DUODOPA? therapy for peaple with advanced
Parkinson’s disease. The drug is publicly funded in most Canadian provinces, putting British Columbians
fiving with this condition at z detrimental dissdvantage by denying them access to a life-changing therapy.

i am aware that , DUODOPA® is expensive, It is offered ata cost of SGO_,'OOO per year per'patlent; however,
there ate very few patients in British Columbia requiring the therapy. Tha Movement Diserders Clinic at
the Djavad Mowafaghian Centre for 8raln Health, University of British Cofumbia, estimates thefe are
currently 10 ta 12 patients requiritg urgent aceess to this drug. fam currently looking ofter one such
patient in my practice in Hope; BC,

In receiving the DUODOPA® therapy, patients will experience considerable relief of pain; have better
contral over severe and dangerous balance issues: be remaved from the fear of breathing-and swallowing.
issues; and be provided with support with ather non-movement {non-motor} problems.

The payoff for the health care system will be fewer hespitalizations, fewer emergency visits. and
avoidance of early admissions té long term cara.

For a number of thesa patients, accesstg DUODOPA® therapy has became alife or death issite and 2
palliative measure. | urgeyou ta work with BC Pharma Care ta fund this therapy at least on-a case hy
case basis.

As a family physician in Hope, BC, | haveS-22
s.22

5'_2_2_ .1 would therefore implore you to advocate at the Ministry of Health level, to add
A therapy for qualified Parkinson’s patient.

Site Medical Director, Fraser Canyon Hospital
Hoape, BC
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Rax, Jessica L HLTH:EX

From: Walman, Barbara J. HLTH:EX

Sent: November-24-16 8:26 AM

To: McClymant, Brenda HLTH:EX

Subject: 1074892: DUODOPA® therapy for advanced Parkinson’s disease
From: S-22

Sent: Wednesday, November 23, 2016 6:15 PM
To: Walman, Barbara 1. HLTH:EX
Subject: DUODOPA® therapy for advanced Parkinson’s disease

Bérbara Walman

Re: DUODOPA® Therapy for Advanced Parkinson’s Disease

s.22

| encourage you to take 5 minutes to watch this video demonstrating the difficulties
encountered by two patients who are in desperate need of relief:
https://youtu.be/wtyOF9XhQOA

Yes, DUODOPA® is expensive. It is offered at a cost of $60,000 per year per patient:
however, there are very few patients in British Columbia requiring the therapy. In
receiving the DUODOPA® therapy, patients will experience considerable relief of pain;
have better control over severe and dangerous balance issues; be removed from the
fear of breathing and swallowing issues; and be provided with support with other non-
movement (non-motor) problems.

For a number of these patients, access to DUODOPA® therapy has become a life or
death issue and a palliative measure. | urge you to work with BC PharmaCare to fund
this therapy at least on a case by case basis.

s.22
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Thank you for your kind consideration,

s.22
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Ray, Jessica L HLTH:EX

From:
Sent:
To:
Subject:

Barbara Walman
ADM

Begin forwarded message:

From; 22

Walman, Barbara J. HLTH:EX

November-27-16 10:43 AM

McClymont, Brenda HLTH:EX
1075215, Parkinson's Disease Treaiment

Date: November 26, 2016 at 4:07:09 PM MST
To: Barbara. Walmani@eov.be.ca

Subject: Parkinson's Disease Treatnent

November 25, 2016

Dear Barbara Walman

My name is$22
s.22

[ encourage you to take 5 minutes to watch this video demonstrating the difficulties encountered
by two patients who are in desperate need of this therapy.

htips://youtu. be/wtyOF9XhOQ0A

Thank you for your kind consideration,
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Ray, Jessica L HLTH:EX

From: McClymont, Brenda HLTH:EX on behalf of hith Med Ben & Pharm Services
Carrespondence Unit HLTH:EX

Sent: December-06-16 2:54 PM

To: 5.22 ) _

Subject: Ministry of Health Response - 1075215

22

Dear 522

Thank you for your email of November 26, 2016, regarding PharmaCare coverage of levodopa-carbidopa
intestinal gel (Duodopa®)). Barbara Walman, Assistant Deputy Minister, Medical Beneficiary and
Pharmaceutical Services, has asked me to respond on her behalf.

[ wish to provide the following information regarding the rationale for PharmaCare’s decision to not include
Duodopa inthe British Columbia drug formulary for treatment of advanced stages of Parkinson’s disease.

As you may be aware, Duodopa is approved by Health Canada for the treatment of patients with advanced
levodopa-responsive Parkinson’s disease: who do not have satisfactory control of severe, debilitating motor
fluctuations and hyper-dyskincsia despile optimized treatment with available combinations of Parkinson’s
medicinal products, and for whom the benefits of this treatment may outweigh the risks associated with the
insertion and long-term use of the perentaneous endoscopic gastrostomy-jejunostamy (PEG-J) tube required for
administration.

In 2009, Duodopa was reviewed by the Common Drug Review (CDR). The Canadian Expert Drug Advisory
Committee (CEDAC), part of the CDR, released its final recommendation on July 22, 2009, recommending that
participating jurisdictions, including BC’s PharmaCare program, not list Duodopa on the formularies of their
public drug plans, The link to the final recommendation is
hitp://www.cadth.ca/media/cdr/complete/edr_complete Duodopa July 24 2009.pdf.

The CEDAC gave this recommendation partly due to the cost of Duodopa, and partly due to questions
regarding the quality and applicability of the available clinical evidence. At the manufacturer’s list price of
$166/day, the annual cost of therapy with Duodopa is over $60,000 per patient per year, compared with 53 per
day or approximately $1,095 lor the oral forms of the same drug. This represents a 5,379 percent increase in the
price of levodopa-carbidopa from the oral form to the Duodopa® form of the drug.

CEDAC also had concerns with the quality of the two evaluated trials, which were open-label, of small size,
had high proportions of withdrawals, and were in patient populations that did not represent those most likely to
use Duodopa.

Importantly, given that the PEG-J tubc administration route was the manufacturer’s stated reason for the drug’s
high cost, in both studies levodepa-carbidopa was administered by a nasoduodenal tube rather than the PEG-J
tube of the marketed Duodopa product. The use of a different route of administration in the clinical trials and in
the marketed product means the results of the clinical trials may not be generalizable to the patient population
expected 1o benefit [rom this drug.
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Subsequently, the Drug Benefit Council (the DBC) reviewed Duodopa and recommended to the Ministry to not
list this drug on the PharmaCare formulary. The Ministry agreed with the CDR and the DBC’s recommendation
and decided not to list the drug.

Due o the extremely high cost of this produict, coverage requests are not being considered, including
exceptional cases. Approving coverage requests for Duodopa on exceptional basis without conducting a proper
review or reassessment would be unfair to the vast majority of drug manufacturers who do respect the
established drug review process, and also to other patients who may also be seeking coverage.

If Abbvie, the manufacturer of this product, has new clinical or economic pricing information for this drug,
they are welcome to forward a resubmission for Duodopa to the CDR. Abbvie has approached individual
jurisdictions claiming it has new clinical trial information and requesting Duodopa be listed, Abbvie has so far
declined to provide this data to the CDR as a resubmissior.

I realize that this is not the response you were hoping for but T hope you understand the rationale for the
Ministry’s current position on this drug.

Sincerely,
Fric Lun, PharmD _
Executive Dircctor, Drug Intelligence & Optimization Branch

Medical Beneficiary and Pharmaceutical Services Division, Ministry of Health

pc: Barbara Walman
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Rax, Jessica L HLTH:EX

From: $.22 . .

Sent: ‘December-09-16 2:45 PM

To: Weaver MLA, Andrew LASS:EX

Ce: - Minister, HLTH HLTH:EX; Walman, Barbara J. HLTH:EX; Jean Blake

Subject; MBPSD - Re: Pharmacare coverage urgently needed for Duodopa pump therapy
Categories; FYI

Dear Dr Andrew Weaver,
re Duodopa pump therapy for severe Parkinson's disease

Further to my emailed letter written yesterday, please read the excellent summary

http://www.parkinson.be.ca/media/69852/psbe-duodopa-issue-summary.pdf

on Parkinson Socicty BC's website which explains the great difficulty in getting Pharmacare approval via the
usual procedure as this would put at risk reimbursement programs in Quebec & Alberta. DuoDopa pump
therapy is already covered in Ontario, Manitoba & the Yukon Territoty.

Again, thank you for your time & help.

Best wishes for Christmas & the holiday season.

sincerely,
5.22

On Fri, Dec 9, 2016 at 12:29 AM®? wrote:

Dear Dr Andrew Weaver, MLA

Al present, Pharmacare does not cover Ducdopa pump therapy that is urgently needed for the small number of
people living in BC with severe Parkinson's disease. I urge you to read my letter in the attachiment & watch the
short video that will make clear to you why this treatment, covered in most other pravinees, is urgently needed
by a small number of people living in BC. Please do all you can to bring this life saving treatment into
Pharmacare coverage.

Thank you for your help.
Sincerely,

s.22
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s.22

s.22
Dear
s.22
Thank you for your consideration concetning this matter.
Qineerely
s.22
C¢ Barbara Walman

Hon. Dr. Terry Lake

DRAET 1 ' _
RE-"‘LY [j D{: C ry _'\ Ej ﬁ ;\g DEQEOT
?
FY! El] (3 FiLE
 RemARKG
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(2 aa Qua Clea

Page 59 of 77 HTH-2016-65265



Rax, Jessica L HLTH:EX

From: Morris, Kirsty L <Kirsty. Morris@leg.bc.ca>
Sent: November-30-16 9:31 AM

To: Minister, HLTH HLTH:EX'

Subject: Fs.22

From:S-22

Sent: November 29, 2016 10:18 PM
Ta: Lake.MLA. Terrv
Subject: 5'2_2

Dear Dr Lake,

. 822
My name is

s.22

[ have included a video about the pump below. T hope you will share it with your colleagues, and bring this
matter to light as quickly as possible.

Sincerely,
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s.22

https://www.youtube.com/watch?v=wtyOFOXhQ0A
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Ray, Jessica L HLTH:EX

From:
Sent:
To:

Cc:
Subject:

Categories:

Stone MLA, Todd <Tadd.Stone.MLA@leg.bc.ca>
November-30-16 3:15 FM

Minister, HLTH HLTH:EX

Robertson, Derek HLTH:EX

MBPSD - Fw .22

Assign

Response (s undérway/add pc to MLA Stone

Good Afternoon,

Please have MoH respond to this.email as these residents are not our constituents.

Miich thanks,
Becky

Fram: $-22

Sent: November 28, 2016 10:18 PM
To: Stone.MLA, Todd <Todd.Stone.MLA@leg.bc.ca>

Subject: 22

Dear Mr. Stone,

My name 1s s:22

s.22
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s.22

I have included a video about the pump below. I hope you will share it with your colleagues, and bring this
matter to light as quickly as possible.

Sincerely,
s.22

hitps://www.vontube.com/watch?v=wiyOQEFIXhQ0A
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Ray, Jessica L HLTH:EX

From: Stevens, Sandy HLTH:EX on behalf of hith Med Ben & Pharm Services Correspondence
Unit HETH:EX

Sent: December-13-16 9:05 AM

To: s.22

Cc: 'OfficeofthePremier, Office PREM:EX (Premier@gov.be.ca); 'Todd.Stone. MLA@leg.be.ca'

Subject: Ministry of Health response 1075515

1075515

s.22

Dear s.22

Thank you for your email ol November 29, 2016, regarding Pharmacare coverage of levodopa-carbidopa
intestinal gel (Duodopa®). The Honourable Terry Lake, Minister of Health, has asked me to respond on his

behalf,

T wish to provide the following information regarding the rationale for PharmaCarc’s decision to not include
Duodopa in the British Columbia drug formulary for treatment of advanced stages of Parkinson’s disease.

As you may be aware, Duodopa is approved by Health Canada for the treatment of patients with advanced
levadopa-responsive Parkinson’s disease: who do ot have satisfactory control of severe, debititating motor
fluctuations and hyper-dyskinesia despite optimized treatment with available combinations of Parkinson’s
medicinal products, and for whom the benefits of this treatment may outweigh the risks associated with the
ingertion and long-terin use of the percutaneous endoscopic gastrostomy-jejunostomy (PEG-I) tube required for
administration.

In 2009, Duodopa was reviewed by the Common Drug Review (CDR). The Canadian Expett Drug Advisory
Committee (CEDAC), part of the CDR, released its final recammendation on July 22, 2009, recommending. that
participating jurisdictions, including BC’s PharmaCare program, not list Duodopa on the formularies of their
public diug plans. The tink te the final recommendation is:

http:/fwww cadih.ca/media/cdr/complete/edr_complete Duodopa July 24 2009 .pdf.

The CEDAC gave this recomumendation partly due to the cost of Duodopa, and partly due to questions
regarding the quality and applicability of the available clinical evidence, At the manufacturer’s list price of
$166/day, the annual cost of therapy with Duodopa is over $60,000 per patient per year, compated with thrce
dollars per day or approximately $1.,095 for the oral forms of the same drug. This represents a 5,379 percent
increase in the price of levodopa-carbidopa from the oral form to the Duodopa form of the drug.

CEDAC also had concerns with the quality of the two evaluated trials, which were open-label, of small size,
had high propottions of withdrawals, and were in patient populations that did not represent those most likely to
use Duodopa.

Importantly, given that the PEG-J tube administration route was the manufacturer’s stated reason for the drmg’s
high cost, in both studies levodopa-carbidopa was administered by a nasoduodenal tube rather than the PEG-J
tube of the marketed Duodopa product. The use of a different route of administration in the clinical trials and in

1
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the marketed product means the resuits of the clinical trials may not be generalizable to the patient population
expeeted to benefit fiom this drug.

Subscquently, the Drug Benetit Council (the DBC) reviewed Duodopa and recommended to the Ministry to not
list this drug on the PharmaCare formulary. The Ministry agreed with the. CDR and the DBC’s recommendation
and decided not to list the diug.

Due to the extremely high cost of this product, coverage requests are not being considered, including
exceptional cases. Approving coverage requests for Duodopa on exceptional basis without conducting a proper
review or reasséssment would be unfair to the vast majority of drug manufacturers who do respect the
established drug review process, and also to other patients who may also be seeking coverage.

T appreciate your comments about the coverage some provinces provide for this drug but must note that,
becausé coverage of pharmaceuticals is not included in the Canada Health Act, drug coverage may vary
considerably from province to province. While there are cases in which other provinces cover a drug not
included in PharmaCare’s benefit list, there are also cases in which PharmaCarc covers a drug that other
provinces do not. Overall, BC provides one of the most generous drug coverage programs in Canada.

If Abbvie, the manufacturer of this product, has new clinical or economic pricing information for this drug,
they are welcome to forward a resubmission for Duodopa to the CDR. Abbvie has approached individual
jurisdictions claiming it has new clinical trial information and requesting Duodopa be listed, Abbvie has so far
declined to provide this data to the CDR as a resubmission.

1 realize that this is not the response you were hoping for but I hope you understand the rationale for the
Ministry’s current position on this drug.

Sincerely,

Eric Lun, PharmD
Executive Director, Drug Intelligence & Optimization Branch
Medical Beneficiary and Pharmaceutical Services Division, Ministry of Health

pe: Honourable Christy Clark, Premier
Honourable Terry Lake
Honourable Todd Stone, MLA,; Kamloops-South Thompson

s.22
From:

Sent: November 28, 2016 10:18 PM
To: Lake.MLA, Terry
Subject: $:22

Dear Dr Lake,

. 8.22
My name is
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Gary Holman, M.LLAL

Saanich Narth and the Tslands
Roam 201 - Parfiament Buildings
Victoria, B.C. V8V 1X4

P: 230-387-3655

F: 250-387-4680

Community Qffice
2393 Beacon Ave
Sid'n{:}', B.C. V8L 1W9 PI'U\"inCC of

P: 250-655_—5‘” I or 1-855-933-3711 British Columbia
IF: 250-6355-7308

Legislative Assembly o 4 MA
ry Holman,

Saanich North and the [siands

December 12, 2016

Honorable Terry Lake
Minister of Health

PO Box 9050

Sin Prov Gov't

Victaria, B.C. V8W OE2

Dear Minister Lake,
s.22

1 understand that DUODQPA® has been approved by Health Canada and is funded by a number of
provinees, but not British Columbia. DUODOPA is costly, but anly 10-12 patients in British Columbia
would be candidates for this therapy. It is also my. understanding that despite a presentation by the
Parkinson’s Society of British Columbia to the Select Standing Committees on Health and on Finance and
Government Services, you have turned down the request for funding,

s.22

As a matter of compassion and prudent management of a $17 billion health care budget, T urge you to
immediately review this life changing therapy and the BC PharmaCare funding of it,

[ look farward to your respanse,

Phone: 260-855-5711 | Fax: 250-855-7398 | Gary. Holman. MLA@Iég.bc.ca | www. GaryHolman.ca
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Sincerely,

Gary Holman, MLA
Saanich North and the 1slands

Cc:  Barbara Walman, Assistant Deputy Minister
Medical Beneficiary and Pharmaceutical Services, PharmaCare
Dr. Brendan Carr, Vanconver [sland Health Authority
s.22
Diana Satok, ParkinGo
Jack Knox, Times Colonist
Steven Heywood, Peninsula News Review
Judy Darcy, Official Opposition Spokesperson for Health
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BRITISH
COLUMBIA

1076303
Mr. Gary Holman
MILA, Saanich North and the Islands
2393 Beacon Ave

Sidney BC v.sL?@ )

Dear Mr. T anW

Thank you for your letter of December 12, 2016, written on behalf 61522
5.22

['wish to provide the following information regarding the rationale for PharmaCare’s decision to
not include Duodopa in the British Columbia drug formulary for treatiment of advanced stages of
Parkinson’s disease. '

As you may be aware, Duodopa is approved by Health Canada for the treatment of patients with
advaticed levodopa-responsive Parkinson’s disease: who do not have satisfactory control of
severe, debilitating motor fluctuations and hypet-dyskinesia despite .optimized treatment with
available combinations of Parkinson”s medicinal produocts, and for whom the benefits of this
treatment may outweigh the risks associated with the insertion and long-term. use of the
percutaneous endoscopic gastrostomy-jejunostomy (PEG-J) tube required for administration.

In 2009, Duodopa was reviewed by the Commeon Drug Review (CDR). The Canadian Expert
Drug Advisory Committee (CEDAC), part of the CDR, released its final recommendation on
July 22, 2009, recommending that participating jurisdictions, including BC*s PharmaCare’
program, not list Duodopa on the formularies of thejr public drug plans. The link to the final
recommendation ¢an be found at: :
http:!}’www,cad'rh-.c‘afmcdiafcdrf’complete/’cdr‘_c_omp'lete-_Duodopa_ﬂJulyﬁ24_2009‘.pdf.

The CEDAC gave this recommendation partly due to the cost of Duodopa, and partly due to
limitations regarding the quality and applicability of the available clinical evidence. At the-
manufacturer’s Jist price of $166/day, the anhwal cost of therapy with Duodopa is over $66,000
per patient per year, compared with three dallars per day or approximately $1,095 for the oral
forms of the same drug. This represents more than a 5,000 percent inerease in the price of
levodopa-carbidopa from the oral form to the Duodopa form of the drug.

CEDAC also expressed concerns with the quality of the two evaluated trials, which were
open-label, of small size, had high proportions of withdrawals, and were in patient populations
that did not represent those most likely to use Duodopa.

.2
Ministry of” Office of the Mailing Addriss: Laeatfon:
Fealth Minister PO Box 9050 Sen Prov Govt Parli'a menc Buildings
Victoria VEW SE2 Vicroria
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Importantly, given that the PEG-J tube administration route was the manufacturer’s stated
reason for the drug’s high cost, in both studies levodopa-carbidopa was administered by a
nasoduodena] tube rather than the PEG-J tube of the markcted Duodopa product. The use ofa
different route of administration i the clinical trials and in the marketed product means the
results of the clinical trials may not be gencralizable to the patient population expected to benefit
from this drug. ' '

Subsequently, in September 2009, the Drug Benefit Council {the DBC) reviewed Duadopa and
recommicnded to the Ministry of Health (the Ministry) to not list this drug on the PharmaCare
formulary. The Ministry agreed with the CDR and the DBC’s recommendation and decided not
to list the drng.

Due to the extremely high cost of this product, coverage requests are not being considered,
including exceptional cases. Approving coverage requests for Duodopa on exceptional basis
without conducting a proper review or reassessment would be unfair to the vast majority of drug
mamifacturers who do respect the established drug review process, and also to other patients
who may also be seeking coverage.

I appreciate your comments about the coverage some provinces provide for this drug but must
note that, because coverage of pharmaceuticals is not included in the Canada Health Act, drug
coverage may vary considerably from province to province, While there are cases in which other
‘provinces cover a drug not ihcluded in PharmaCare’s benefit Jist, there are alse cases in which
PharmaCare covers a.drug that other provinees do not. Overall, BC provides one of the most
gencrons drug coverage programs in Canada.

If Abbvie, the manufacturer of this product, has new clinical ot econemic pricing information
for this drug, they are welcome to forward a resubmission for Duodopa to the CDR. Abbvie has
approached individual jutisdictions claiming it has new clinical trial information and requesting
Duodopa be tisted; Abbvig has so far declined to provide this data to the CDR as a

resubmission.

T reatize that this is not the response you were hoping for but 1 hope you understand the rationale
for the Minisiry’s current position on this drug,

Sincerely,

Terry Lake
Minister

pe:  Ms. Judy Darcy, Official Opposition Spokesperson for Health
Dr. Brendan Carr, Vancouver Island Health Authority
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Ray, Jessica L HLTH:EX

From: Marris, Kirsty L <Kirsty Morris@leg.bc.ca>
Sent: December-23-16 9:46 AM

To: Minister, HLTH HLTH:EX

Subject: FW;s.22 and Duadopa
Importance: High

Fram: lean Blake [mailto:jblake@parkinson.bc.ca)

Sent; December 22, 2016 11:22 AM

To: Lake . MLA, Terry <Terry.Lake. MLA@Ieg.be.cax; Walman, Barbara J HLTH:EX <Barbara, Walman@gov.bc.ca>
Cc:8.22

Subject: Fw $:22 and Duodopa

impartance: High

! §.22
Hello Minister Lake and Ms.Walman - nlease read the e-mail below
§.22

s.22

lean Blake

CEO

Parkinson Society British Columbia

600 - 890 West Pender Street | Vancouver, BC V6C 119
604 662 3240 | 800 668 3330 | www.parkinson.hc.ca

Connect with us!

You are not alane. We are here to help.
Membership Renewal m Education Events m Fundraising Events m Support & Resources
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Information provided by Parkinson Society British Columbia is intended to be used for general information only and
should not replace consultation with healthcare professionals. Please speak with a qualified healthcare professional

before making medical decisions.

-----Original Messagg-----

From: $-22
Sent: Thursday, Deceniber 22, 2016 8:36 AM

To: Diana Satok; lean Blake
Subject: s.22

Hi Diana and Jean,

s.22
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Rax, Jessica L HLTH:EX

From: Marris, Kirsty L <Kirsty.Morris@leg.be.ca>

Sent; December-15-16 9:40 AM

To: Minister, HLTH HLTH:EX

Subject: MBPSD - Pw:s.22

Attachments: Lancet Neurology 2014 Duodopa:pdf
Categories: Assign

From: Jean Blake [maiito:jblake @parkinson,bc.cal

Sent: December 14, 2016 4:37 PM

To: Lun, Eric HLTH:EX

Ce:522 ; Holman.MLA, Gary ; Walman, Barbara ) HLTHIEX ; Lake.MLA, Terry
Subject: FWs.22

Dear Eric =} am sorry 1o be writing to you gnce again with the following circumstances,

s.22

We ask you once again to consider reviewing the new 2014 evidence as your colleagues in Quebhec, Ontario, Alberta,
Manitoba and the Yukon have done. It is just not right that because these people live in BC they cannot receive this life
saving therapy.

Thanlk yau for giving this a reasenable and ethical review.

Jean Blake

CEO

Parkinson Society British Columbia

600 - 890 West Pender Street | Vancouver, BC V6C 1J9
604 662 3240 | BOO 668 3330 | www.parkinson.bc.ca

Connect with usl

fop

Parkinison Soxiety
Britigh Columbia

You are not alane. We are here to heip.
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Membership Renewal m Education Events & Fundraising Evenis m Support & Resources

YOUR

MEMBERSHIP

Information provided by Parkinson Society British Columbia is intended to be used for genera! informaifon only and
should not replace constftation with healthcare professionals. Please speak with a qualified healthcare professional
before making medical decisions.

From>% ) i )
Sent: Tuesday, November 29, 2016 10:12 PM
To: gary.holman.MLA@leg.be.ca

Cc: Jean Blake

Subject:s.22

Dear Mr. Holman,

. 8.22
My name 13

s.22
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s.22

[ have included a video about the pump below. I hope you will share it with your colleagues, and bring this
matter to light as quickly as possible.

Sincerely,

s.22

https://www.youtube.com/watch ?v=wtyQF9XhQ0A
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Ray, Jessica L HLTH:EX

_ L
From: s22
Sent: December-24-16 10:54 FM
To: hith Med Ben & Pharm Services Correspondence Unit HLTH:EX
Cc: Nadia Stewart; Megan Thomas; Jean Blake; Alicia Wrobel; Diana Bennett-Satok;
OfficeofthePremier, Office PREM:EX; Lake MLA, Terry LASS:EX; Minister, HLTH HLTH:EX;
ceharnett@timescolonist.com
Subject: will include in 1076557 MBPSD - Re: Ministry of Health Response 1075515
Categories: FYI
Dear Mr Lun,
5.22

On Dec 13, 2018, at 3:05 AM, hith Med Ben & Pharm Services Correspandence Unit HLTH:EX
<HIthMBPSDCorr@gov . be.ca> wrote:

1075515
s.22

Dear 822

Thank you for your email of November 29, 2016, regarding Pharmacare coverage of

levodopa-carbidopa intestinal gel (Duodopa®). The Honourable Terry Lake, Minister of Health,
has asked me to respond on his behalf.

[ wish to provide the following information regarding the rationale for PharmaCare’s decision to
not include Duodopa in the British Columbia drug formulary for {reatment of advanced stages of
Parkinson’s disease.

As you may be aware, Duodoepa is approved by Health Canada for the treatment of patients with
advanced levodopa-responsive Parkinson’s disease: who do not have satisfactory control of
severe, debilitating motor fluctunations and hyper-dyskinesia despite optimized treatment with
available combinations of Parkinson’s medicinal products, and for whom the benefits of this
treatment may outweigh the risks associated with the insertion and long-term use of the
percutaneous endoscopic gastrostomy-jejunostemy (PEG-I) tube required for administration.

In 2009, Duodopa was reviewed by the Common Drug Review (CDR). The Canadian Expert
Drug Advisory Committee (CEDAC), part of the CDR, released its final recommendation on

1
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July 22, 2009, recommending that participating jurisdictions, inclnding BC’s PharmaCare
program, not list Duodopa on the formularies of their public drug plans. The link to the final
recommendation

is:http/fwww.cadth.ca/media/edr/complete/ cdr_complete Duodopa _July 24 2009.pdf.

The CEDAC gave this recommendation partly due to the cost of Duodopa, and partly due to
questions regarding the guality and applicability of the available clinical evidence. At the
manufacturer’s list price of $166/day, the annual cost of therapy with Duodopa is over $60,000
per patient per year, compared with three dollars per-day or approximately $1,095 for the oral
forms of the same drug. This represents a 5,379 percent increase in the price of
levodopa-carbidopa from the oral form to the Duodopa form of the drug.

CEDAC also had concerns with the quality of the two evaluated trials, which were open-label, of
small size, had high proporiions of withdrawals, and were in patient populations that did not
represent those most likely to use Duodopa.

Importantly, given that the PEG-J tube administration route was the manufacturer’s stated reason
for the drug’s high cost, in both studies levodopa-carbidopa was administered by a nasoduodenal
tube rather than the PEG-J tube of the marketed Duodopa product. The use of a different rouie of
administration in the clinical trials and in the marketed product means thie results of the clinical
trials may not be generalizable to the patient population expected to benefit from this drug.
Subsequently, the Drug Bencfit Council (the DBC) reviewed Duodopa and recommended to the
Ministry to not list this drug on the PharmaCare formulary. The Ministry agreed with the CDR
and the DBC’s recommendation and decided not to list the drug.

Due to the extremely high cost of this product, coverage requests are not being considered,
including exceptional cases. Approving coverage requests for Duodopa on exceptional basis
without conducting a proper review or reassessment would be unfair to the vast majority of drug
manufacturers who do respect the established drug review process, and also to other patients
who may also be seeking coverage.

I appreciate your comments about the coverage some provinces provide for this drug but must
note that, because coverage of pharmaceutloalb is not included in the Canada Health Act, drug
coverage may vary considerably from province to province. While there are cases in which other
provinces cover a drug not included in PharmaCare’s benefit list, there are also cases in which
PharmaCare covers a drug that other provinces de not. Overall, BC provides one of the most
generous drug coverage programs in Canada.

If Abbvie, the manufacturcr of this product, has new clinical or economic pricing information
for this drug, they are welcome to forward a resubmission for Duodopa to the CDR. Abbvie has
approached individual jurisdictions claiming it has new clinical trial information and requesting
Duodopa be listed, Abbvie has so far declined to provide this data to the CDR as a resubmission.
I realize that this is not the response you were hoping for but I hope you understand the rationale
for the Ministry™s current position on this drug. '

Sincerely,

Eric Lun, PharmD

Exccutive Director, Drug Intelligence & Oplimization Branch

Medical Beneficiary and Pharmaccutical Services Division, Ministry of Health

pe: Honourable Christy Clark, Premier

Honourable Terry Lake

Honourable Todd Stone, MLLA, Kamloops-South Thompson

From: 542

Sent: November 29, 2016 10:18 PM
To: Lake.MLA, Terry
Subject:s-22
Dear Dr .ake
. 8.22
My name is
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s.22

I have included a video about the pump below. T hope you will share it with your colleagues, and
bring this matter to light as quickly as possible.

Sincerely,
s.22
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