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Dr Kathleen Dermody

Committee Secretary

Senate Economics Legislation Committee
PO Box 6100

Parliament House

Canberra ACT 2600

Via Email: economics.sen@aph.gov.au

Dear Dr. Dermody:

We understand that the Senate Economics Legislation Committee will be receiving submissions on the
National Health Amendment (Pharmaceutical Benefits) Bill 2015. | am writing today regarding the
provisions in the Bill related to the substitution of medicines - specifically to raise issues in relation to the
pharmacy level substitution of biosimilar medicines.

Attached please find a letter sent to the Health Minister, the Hon Sussan Ley, on this matter which we
would like this inquiry to consider. As you will see, this letter is signed by 130 fellow patients who feel
that this complex issue requires more than a few minutes of a two hour hearing. Stakeholders - patients,
physicians, manufacturers, government are prepared to partner to get this right and to build confidence
in this important category of medicines.

We respectfully request that biosimilar substitution be pulled out of the discussion and a separate
window of time be identified for a multi-stakeholder discussion about the best path forward.

Respectfully,
Naomi Creek, Coordinator

CreakylJoints Australia
Victoria
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8 June 2015

The Hon Susan Ley MP

Minister for Health

PO Box 6022

House of Representatives

Parliament House, Canberra ACT 2600

RE: Changes to the Safety and Substitution Regulations of Biosimilar Medicines
Dear Minister Ley:

CreakydJoints, a part of the not-for-profit Global Healthy Living Foundation (GHLF), is a patient led
organisation focusing on education, support, advocacy and patient-centered research, for people with
all forms of arthritis and related rheumatic & inflammatory diseases. Founded in the U.S. in 1999,
today we represent more than 80,000 patients and their families throughout the world.

CreakydJoints Australia launched in February 2015, building on our strong digital presence in
Australia, with on the ground local staff and representation.

We, along with the 130 undersigned Australian patients, write to express our concern regarding the
government’s recent shift in policy related to the substitution of biosimilars for their reference biologic
as the default position of the Pharmaceutical Benefits Advisory Committee (PBAC). Furthermore, we
are concerned by the apparent exclusion of the Therapeutic Goods Administration (TGA) from the
evaluation process, announced by the Minister for Health on 26 May 2015 and detailed by the PBAC
on 27 May 2015.

As major beneficiaries of biosimilar medications, arthritis and rheumatic disease patients strongly
welcome the development and introduction of biosimilar medicines - as potential new therapies and
as a means to lowering overall prices. CreakyJoints Australia and our members support the addition
of biosimilars to the range of available treatment options. However, we believe that to build the
necessary trust for physicians and patients to feel comfortable with adopting biosimilars as a product
class, safety and choice must be paramount in the policies that structure their inclusion into the
treatment landscape.

The government’s recent announcements appear to put budget savings above patient safety, a
matter of deep concern.

Framing biosimilars as a subset of ordinary generic medicines is erroneous and scientifically
inaccurate.

Biologics are made from living cells and are an incredibly complex web of proteins that are often
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1,000 times the size of small molecule synthetic compounds. Biosimilars are designed to mimic the
same function as biologics, however due to the complexity of a biologic’s structure; it is scientifically
impossible to exactly replicate them. On this basis, each biosimilar's safety and efficacy must be
scientifically evaluated and approved through the traditional gateways, before being prescribed.

In addition, once a biosimilar is approved, patients who are successfully using biologic medicines
should not be forced to substitute, putting their stable treatment at risk. Automatic substitution is not
medically appropriate, be it forced or an inadvertent switch, unless scientific evidence can
demonstrate safe interchangeability with identical results,

We respectfully call on the government to urgently clarify its intentions regarding biosimilars, and
revise its expectation regarding safety and substitution, specifically:

1. Confirm that the TGA will continue to regulate the safety of biosimilar medicines and that only
safety and efficacy data will guide decision-making regarding biosimilar approval and access
in the Australian market.

2. Confirm that in the absence of clear clinical evidence, that a presumption against allowing
substitution will be maintained.

3. Clarify that the PBAC will continue to provide determinations regarding substitution at the
pharmacy level, however that in its relevant considerations that the TGA’s advice will be
sought in each instance.

4. Affirm that if the TGA finds certain biosimilars to be safe for use, that the PBAC will not force
automatic substitution and that biologic & biosimilar medicine choice will remain a decision
solely between patients and their doctors.

5. Outsource publically funded education on biosimilars to independent disease experts and

patient organisations.

CreakydJoints believes that biosimilars are important to our patients because their entry into the
market provides a wider range of treatment options at potentially lower prices.
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However, if the proposed changes proceed, Australia will be the first country to shift the onus from a
medicines safety regulator to a funding authority. This shift could have massive global consequences;
lowering patient and physician trust in this new class of products and impeding the proliferation and
uptake of these therapies.

We ask the government to consider the intended and unintended consequences of this decision,
before proceeding further.

We look forward to your response. Please direct correspondence to:
CreakydJoints Australia

56 Kenneth Street
Longueville, NSW, 2066

Respectfully,

Seth D. Ginsberg Naomi Creek,

Co-founder and President, Coordinator, _

CreakyJoints CreakyJoints Australia
June Lester Simone Knott
Melbourne, VIC Kalorama, VIC

Melissa Coulson ;
Stephanie Crawford
South Morang, VIC |\/|e|Ft))ourne VIC
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Laura Benwell
Pearcedale, VIC

Judith Flanagan
Merimbula, NSW

Corinne Pleming
Cheltenham, VIC

Courtenay Goss
Glen Waverley, VIC

Dina Maihi Carrum,
VIC

Andrea McMahon
South Melbourne,
VIC
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Karen Finch
Mascot, NSW

Glenda Dibley
Narara, NSW

Nur Ertan
Murrumbeena, VIC

Sally Gilmour
Rockingham, WA

Jocelyn Sayers
Melbourne, VIC

Ingrid Penc
Braddon, ACT
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Annette Brown West
Heidelberg, VIC

Alicia Brereton
Mount Elliot, NSW

Margaret Rutkowski
Sydney, NSW

Sarah Crilly
Mornington, VIC

Neil Creek Emerald,
VIC

Leisa Williamson
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Lisa Cullis
Gungahlin, ACT

Renae McCarty-
Ferguson Mount
Clear, VIC

Ann-Maree
Tarnawsky
Lawnton, QLD

Rosemary Ainley
Mount Waverley,
VIC

Jennifer Cairney
Canning Vale, WA

Dalyellup, WA
yellup Sharon Bender
Sunshine Coast,
QLD
515 N.Midland Avenue, Upper Nyack, NY 10960 @GHLForg
'i facebook.com/creakyjoints +1 845 348-0400 - +1 845 348-0210 fax @creakyjoints

www.ghlf.org « www.creakyjoints.org



National Health Amendment (Pharmaceutical Benefits) Bill 2015 [Provisions]
Submission 6

GLOBAL HEALTHY LIVING
FOUNDATION

i

Joints’

AUSTRALIA

Kathryn Gray Rebecca Appleton

Granville, QLD Banyo, QLD

Sarah Medlock Michaela Banbury

Goroke, VIC Melton Sth, VIC

Heulwen Taylor Debora Sadler

Milawa, VIC Eaton, WA

Tania Burr Catherine Kennedy
Urunga, NSW

Bentleigh East, VIC

Maree Hutchin-

Daryl Johns Coysh Beaconsfield,
MARGATE BEACH, VIC
QLD

Kerry Keys

Rye, VIC

Shirley Pedersen
Palmwoods, QLD
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Amanda Rozanski
Epping, VIC

Jessica Edquist
Hughesdale, VIC

Robyn Tafuna
Bayswater, VIC

Tania Martin
Chirnside Park, VIC

Theresa Simpson
Frankston South,
VIC

Lucy Zucker
Chadstone, VIC

Tiffany Mechkaroff
Doncaster East, VIC
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Maria Main
Drouin, VIC

Beverley Hayton
Dubbo, NSW

Jennifer Morgan
Sydney, NSW

Lyndall Schuhmeier
Mount Annan, NSW

Suzanne Ross
Gordon, ACT

Leanda Wall ILUKA,
NSW

Sandra Bartolo
Sydney, NSW

@GHLForg
@creakyjoints
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Joanne Bartoletta
Hillside, VIC

Cecily Craig
Doonside, NSW

Annie McPherson
KEW, VIC

Tara Anderson
Palmwoods, QLD

Mhairi Cartwright
Matong, NSW

Nicole Larsen
Lavington, NSW

Anne Reed
Melbourne, VIC
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Jodi McFarlane
Albany, WA

Felicity Matthews
Emu Heights, NSW

Ariane Austin
sydney, NSW

Kathryn Smith
NORTH LAKES,
QLD

Ronice Lubcke
Bendigo, VIC

Nataly Ovchynik
Dickson, ACT

Lara Vanderstaay
Brisbane, QLD
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Sarah Bailey
Mosman Park, WA

Jennifer Thatcher
Mount Clear, VIC

Angela thompson
Brisbane, QLD

Flor de lis Guerrero
Sunshine North, VIC

Linda Langdon Mill
Park, VIC

Gayle Cusick
Churchill, VIC

Sharelle Lund -
Jackson Perth, WA
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Karyn Lenson
Hillside, VIC

Monique Crinall
Boronia, VIC

Julie Thompson
douglas, QLD

Lynda condie
Eleebana, NSW

Angela Brown
Curtin, ACT

Helen Chapman
Bridge man Downs,
QLD

Melissa Vickers
Dalby, QLD
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Maria Naureure
Sefton, NSW

Jan Stewart
Forbes, NSW

Bree Cotton
Adelaide, SA

Rose Cunningham
Mackay, QLD

Brett Freeman
Tynan
Paddington, NSW

Cally Cooke
PICCADILLY, WA

Karen Lang Keilor
East, VIC
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Sonia Girle
Cairns, QLD

Mary Russell-
Mossop Southport,
QLD

Jaclyn Costello
Northgate, QLD

Nicole Harvey
Coburg, VIC

Cara Zelas
Sydney, NSW

Irene loannou
Melbourne, VIC
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Adam Collard Jorja McKinnon
Korumburra, VIC Ocean Grove, VIC
Fleur Shaw

Fiona Naughtin

Williamstown, VIC Berkeley Vale, NSW

Bonita Fitzpatrick
Cherie Bascomb NOOSA HEADS,
Port Lincoln, SA QLD

Melissa Rogers

Lisarow, NSW Nicole Cobain
, Truganina, VIC

Elizabeth Freyer Kathryn Woolfe
Rowville, VIC Riverview, NSW
Katie Weber PETE_R OLKEWITT
Wantirna, VIC Currajong, QLD

Kathleen Smith
West Hoxton, NSW
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Stephanie Fennell

Anne Monichon Truganina, VIC

Victoria, VIC

Annette Byrne
Jenny Denton Dianella, WA
Ashwood, VIC

Alicia Knott
Miss Vivienne Kalorama, VIC

Murrumbeena, VIC

Alexandra Trofimov

Sunbury, VIC
Lorin Segeal East
Malvern, VIC

Julie Wills

Ringwood North,
Valerie Evans VIC
Brisbane, QLD

Kylie Tiziani
Patricia George Wonthaggi, VIC

Creswick, VIC

Sue Ampt Ferntree
Carl Houlihan Gully, VIC
Samford, QLD
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Suzy Kostic Hervey

Bay, QLD Danielle Hill

Melbourne, VIC

Jackie Green
Tapping, WA

Melinda Edwards
Mooloolaba, QLD

CC:

Pharmaceutical Benefits Advisory Committee

PBAC Secretariat, MDP 952, Pharmaceutical Evaluation Branch, Department of Health,
GPO Box 9848, CANBERRA ACT 2601

Therapeutic Goods Administration
Medicines Authorisation Branch, Therapeutic Goods Administration,
PO Box 100, Woden ACT 2606
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