Office of Hon Dr Jonathan Coleman

Minister of Health
Minister for Sport and Recreation

Member of Parliament for Northcote

Ms Pip Keane

Radio New Zealand

Pip.Keane@radionz.co.nz 28 APR 2016
Dear Ms Keane

Response to your request for official information

Thank you for your request received in this office on 9 March 2016 under the Official Information Act
1982 (the Act) for:

e all correspondence:

* Between Health Minister Jonathan Coleman and Merck Sharpe and Dohme and Pharmac regarding
Keytruda.

e Between Health Minister Jonathan Coleman and Pharmac regarding drug-funding priorities.

*  Between Health Minister Jonathan Coleman and Bristol-Myers Squibb and Pharmac regarding
Opdivo.

e Between Health Minister Jonathan Coleman and the Prime Minister’s office regarding the funding of
a melanoma drug.

* Between Health Minister Jonathan Coleman and the Malaghan Institute regarding its trials into an
immunotherapy drug.

e Between Health Minister Jonathan Coleman and melanoma patients.

Information relating to your request is attached. We have interpreted your request as being for
information in the last 12 months. Note that some information has been withheld under section 9(2)(g)Xii)
of the Act.

Your request for all correspondence between the Minister and melanoma patients is refused under
section 18(f) of the Act, as this would require a manual search through a large volume of information.

You have the right, under section 28 of the Act, to ask the Ombudsman to review the response to this
request.

Yours sincerely

Peter McCardle
Senior Ministerial Advisor
Office of Hon Dr Jonathan Coleman

Private Bag 18041, Parliament Buildings, Wellington 6160, New Zealand. Telephone 64 4 817 6818 Facsimile 64 4 817 6518



Extracts from Minister’'s monthly reports — for Pip Keane OIA
request - prepared April 2016

Extract from Minister’s Report dated October 2015 — sent 2 December 2015

Oncology conference/Melanoma conference
e PHARMAC staff recently attended two key cancer stakeholder meetings; the New
Zealand Society of Oncology (NZSO) annual conference and the Melanoma Summit.

e NZSO primarily has a research focus; attendees include Oncology Researchers and
Medical Oncologists. There was some focus on the high prices of new car)egx medlcmes
and the need for new models for drug discovery, development and comrﬁe Ciglisation.

» PHARMAC staff presented the analysis comparing cancer n‘@l ﬁes/ fu ing i

Zealand with Australia, which was well received. Feedb talﬁeg nng the
was supportive of PHARMAC and while there was mong es to ee
more new cancer medicines funded, the een as
unreasonable and prohibitive.

e The Melanoma Summit discusse 1 rlety a toplcs including
prevention, detection dlagnos/s,and I/radiatio r@xer here was a strong focus

on access to new melanoga\ | ines.
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Extract frog:lm S epo ﬁuary 2016 - sent 10 March 2016
Treat/m

anced f\b{\ﬁ\?&

We re6og e pressing need for an effective treatment for late stage melanoma and

ousl % P ARMAC is continuing to progress an application for
m’brollz%\ﬁéd da) for advanced melanoma. No decision has been made.
t

Q)

%W e lack of treatment options is of significant concern to New Zealanders
//)< disease and their families.

\\o / I February, PTAC reviewed its earlier advice on another melanoma product,

/ ipilimumab, and their advice is expected to be finalised by the end of April. PTAC had
previously recommended this treatment be declined.

e PHARMAC has received a funding application for nivolumab (Opvido), which is not
currently registered for use in New Zealand. As part of our process for reviewing funding
applications, we will be seeking expert clinical advice on the evidence presented, during
April.

¢ We are continuing to work with the supplier of pembrolizumab, as well as the supplier of
nivolumab and ipilimumab on commercial options to address the questions our clinical
advisers have already raised regarding data and pricing.

Extract from Minister’s Report dated February 2016 — sent 6 April 2016
PD1 inhibitors (including Keytruda)



As previously advised, PHARMAC has received a funding application for nivolumab
(Opvido) from BMS. Nivolumab is currently in the Medsafe registration process for both
melanoma and lung cancer indications.

Anticipating that nivolumab may be approved by Medsafe shortly, PHARMAC will be
seeking advice from its Cancer Treatments Subcommittee, in order to make a funding
assessment as soon as possible. The Subcommittee will be reviewing the funding
application at the end of April and PTAC will consider this at its May 2016 meeting.

PHARMAC continues to work with both MSD and BMS to reach a commercial
agreement that would enable a PD1 inhibitor to be funded for melanoma.

Withheld under section 9(2)(g)(i)
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Mr Paul Smith

Director

Merck Sharp & Dohme New Zealand
sheryl_kurte@merck.com

1503069
Dear Mr Smith @@
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into account when
t PTAC considered all
(New Zealand) Limited in
as supplemented by additional
| am advised that the information

informati RS0 oure PH .
you r fe%er/ m pre@e\; elivered at clinical conferences and has not

Thank you for your letters of 13 November and
Melanoma New Zealand Parliamentary Skl
Dohme’s application to PHARMAC for

| note your comments about cat|
pembrolizumab. PHARM > -

information provid
its funding s

ect to p ew. | am also informed that some of the
té/\sl based on the information you refer to has subsequently

with ?K%:S rected internationally by Merck Sharpe and Dohme.
, on the basis of available clinical data, PHARMAC's expert

s recommended that funding of pembrolizumab be given a lower
lty than medicines with greater proven efficacy.

Yours sincerely

.

Hon Dr Jonathan Coleman
Minister of Health
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MSD
Merck Sharp & Dohme (New Zealand)
Limited

13 November 2015 Level 3 109 Carlton Gore Road
Newmarket, Auckland 1023

) ] PO Box 99-851 Newmarket Auckland
Parliament Office 1149

Private Bag 18888 T 09 523-6000
Parliament Buildings F 09 523-6001

o o e MSD

Dear Dr Coleman

I would like to thank you for sponsoring the Melanoma New Zealand Parliamentary Skin
Check Day on October 15. Your staff, especially Paige Gregg, did an outstandmg ]
liaising and ensuring the smooth running of the event.

f
i: A
MSD was proud to support the event and the great work of Mela and. @

Throughout the day 50 people including MPs, Government s an edla T e|v

skin check. The event was successful in raising awaren e*s?ekusnes&oﬂ&s

and the importance of early detection, as someo \s\fr lano y day
in New Zealand X

Since we last wrote to you, there ha be n umber f nts regarding
KEYTRUDA® (pembrolnzuma sm th of cl |cal advisory committees
have now reviewed KE PHARM \ak advnce it needs to begin
negotiations W|th ady t e this happen as quickly as
possible. KE lsted/o h aland Pharmaceutical Schedule as early
asl Febru‘a QQI dlng erers with a chance at life.

ks bel

mb s RUDA h tured in a number of media stories -TVNZ's Sunday
e (Sun 8 No ber) and the New Zealand Herald {Thursday 12 November) -
in

eports have drawn comparisons to KEYTRUDA access in other countries, most
stralla KEYTRUDA has been funded in Australia since September and New
ea and can match the 19 week timeframe from medicine registration (Medsafe) to
unding.

Listing KEYTRUDA would be a celebration of how the New Zealand Government, PHARMAC,
MSD, clinicians, patients and a wide range of patient advocacy groups have jointly
collaborated to seize an opportunity to save lives and finally provide a way to beat
melanoma — what a great way to start the New Year for many New Zealanders.

| appreciate your support and understanding. Please also feel free to call me.



Yours sincerely

Paul Smith
MSD New Zealand Director
Ph: 09 523 6061

Mob: 027 530 1261 @ «
Recent Media Reports « K%@
nay ‘ ﬂ m

TVNZ Sunday Programme

http://www.nzherald.co.nz/lifestyle/news/article.cfin?c id=6&objectid=1154385
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ATTO0001
Notice: This e-mail message, together with any attachments, contains
information of Merck & Co., Inc. (2000 Galloping Hill Road, Kenilworth,
New Jersey, USA 07033), and/or its affiliates Direct contact information
for affiliates Is available at
hitp://www.merck.com/contact/contacts.html) that may be confidential,
proprietary copyrighted and/or legally privileged. It is intended solely
for the use of the individual or entity named on this message. If you are
not the intended recipient, and have received this message in error,
please notify us immediately by reply e-mail and then delete it from
your system.
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@ Efficacy as First-Line Therapy?

MSD

Merck Sharp & Dohme (New Zealand) Limited
Level 3 109 Carlton Gore Road
Newmarket, Auckland 1023
PO Box 99-851 Newmarket Auckland 1149
T 09 523-6000

10 December 2015 F 00 523-5001
msd.co.nz

Parliament Office

Private Bag 18888

Parliament Buildings MSD
Wellington 6160

Dear Minister of Health Hon. Dr. Jonathan Coleman

KEYTRUDAZ® {pembrolizumab) efficacy clarification
%hem

In the recent debate over the efficacy of KEYTRUDA there has been some co «
up-to-date and correct clinical data has not aiways been referenced int o the edja

and the wider public. i>

This is of significant concern as the use of incorrect data @3 ding and

how effective this breakthrough drug is, in the treatm a.
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Some of the data reviewed by PHARMAC and published in the minutes, was relating to melanoma
patients that had been pre-treated with chemotherapy and other biologics not funded in New
Zealand. Pre-treated patients have a poorer prognosis, as they have been sicker for longer than
patients who have not received any treatment (first-line patients). MSD is seeking funding for
untreated or first-line patients who gain the greatest benefit from KEYTRUDA.

PHARMAC noted that “longer term evidence was needed to be more certain of the benefits and
harms of this new class of treatment”. KEYTRUDA has been registered by MEDSAFE who assess safety
and efficacy of medicines; as well as the TGA in Australia, the FDA, and many other T atory
agencies worldwide.
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MSD agrees in an ideal world there would be longer term evidence re tnon o e@
However, the reality is that 2-3 times as many patients are ahv ne ye given firs AN
KEYTRUDA compared to chemotherapy - dacarbazine (dac Chapman af\lﬁiyt

KNOO1 2mg/kg) (not head-to-head) and 60% of KEYTR D re still

median life expectancy for an advanced melano k\}

improvement which has not been seen in an
not have time to wait for longer term sur val

MSD submitted a new commenca rop PHAR 2"6f December and we will be
meeting with them on D We hope re willing to engage in good faith and
we canreach a pos/tw f d fsion for hat melanoma patients and their famiilies
can have access td t@ tment e~, d eal chance of survival.

ct 3 § trfd’ you have any questions.

u ith

Director, MSD New Zealand
Mobile +64 27 530 1261
paul.smith15@merck.com
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