Wales Patient Access Schemes
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What are Patient Access Schemes?

PPRS 2014 defines them as:

Schemes which “...improve the cost effectiveness of a medicine and enable
patients to receive access to cost-effective innovative medicines...”

Allows a variation in the list price of a medicine to help secure a
positive appraisal recommendation

Schemes should be the exception not the rule

Cumulative burden to the NHS should be manageable
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Establishing the Wales Patient Access
Scheme

« AWMSG identified the need for a process to review PAS for Wales

* The Patient Access Scheme Wales Group (PASWG) was proposed, and
supported by AWMSG

| » Pilot undertaken

 PASWG and the resulting WPAS process was approved by AWMSG and
implemented




What is PASWG?

PASWG reviews WPAS submissions and provides advice

on their feasibility to Welsh Government
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WPAS submission process

Scheme submitted to AWTTC

AWTTC review the submission and where necessary request clarification
from the company

For simple schemes:
» PASWSG chair reviews the submission and provides advice to Welsh Government

For complex schemes:
» PASWG meets to discuss the proposal and provides advice to Welsh Government

Welsh Government give final decision on the scheme
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Types of schemes - simple

Should impose no additional burden on the NHS
Are the preferred model
Apply a discount at a single point of invoice

May use:
« afixed discount where the purchase price varies with fluctuations in the list
price

« avariable discount to maintain a fixed purchase price irrespective of list price
fluctuations

Can be associated with either a Form B or Form C appraisal
submission
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Types of schemes — complex

All other types of scheme
* rebates, zero cost stock, dose capping, outcome based schemes

In Wales, schemes operating in primary care are considered
complex

* involve a rebate not a point of invoice discount

Complex schemes should normally be associated with Form B
submissions

Primary care WPAS may be associated with Form B or Form C
submissions




WPAS implementation

' ‘

WWRPAS accepted WHRAS rejected
Form B/C to be submitted to AWTTC Company to consider re-submission

|

I Appraisal process instigated

|

| AV ESG recommendation forwarded to VWelsh Government |
|
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Positive MNegative Cpmpany may
appraisal Recormmendation appraisal - — consnde.rresubmttlng
recommendation \ posted on AVWMSG ‘/ recommendation arevised WPAS

1 website

AWTTC informs Health Board Chief Pharmacists and Chair of the All Wales
Drugs Contracting Committee of the existence of a confidential VWPAS

|

I Procurement arrangements confirmed by Health Board liaison with company I

]

| Drug usage and procurement costs audited by WAPSU |




WPAS schemes reviewed
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Submissions tracking new

		Medicine		AWTTC Ref		Company		Company contact for WPAS		Date Statement to be uploaded to AWMSG website if applicable		Date PAS submitted		PAS submitted: simple/ complex		Primary (P) secondary (S) homecare (H)		Discount type (Fixed discount, variable price [F]) (Variable discount, fixed price [V])		Date acknowledgement of receipt of WPAS sent		Deadline  (4 weeks for simple and 12 for complex)		Clarification requested (date)		WAPSU decision: simple /complex		Date of PASWG meeting		Date forwarded to WG		Date WG inform AWTTC of decision		WPAS Accepted/ Rejected		Date Company informed of outcome		AWMSG Meeting Date		AWMSG appraisal status		Date of AWMSG Ministerial ratification		Date first audit to take place		Additional notes

		abiraterone		3		Janssen-Cilag Ltd								Simple																				Accepted						Approved						Superceded by DoH scheme

		icatibant acetate (Firazyr®)		907		Shire Pharmaceuticals Ltd		Ian Davidson: idavidson@shire.com						Simple		S		V																Accepted		12/2/11		2/8/12		Approved		3/8/12		10/24/12		Pilot Scheme Submission

		degarelix (Firmagon®)		755		Ferring Pharmaceuticals UK Ltd		Elaine Tate: elaine.tate@hayward.co.uk						Simple		P/S		V																Accepted		5/3/12		11/14/12		Approved		12/11/12		3/13/13		Pilot Scheme Submission

		aztreonam lysine (Cayston®)		35 (1715)		Gilead Sciences Ltd		Rachel Marsh: rachel.marsh@gilead.com						Simple		S		V																Accepted		3/6/12		3/20/13		Approved		5/22/13		8/25/13		Pilot Scheme Submission. Note: Ref 35 has now been superceded by Ref 1715. Records on the database to be merged.

		lapatinib (Tyverb®)		178		GlaxoSmithKline		Claire Gait: claire.f.gait@gsk.com						Simple		S		F								Simple				22/05/2012		5/24/12		Accepted		5/28/12		7/17/13		Approved		8/14/13				Pilot Scheme Submission. The company later provided more information so could not go ahead at AWMSG in Oct.

		perampanel (Fycompa®)		1219		Eisai Europe Ltd		Catherine Sherriff: Catherine_Sherriff@eisai.net				31/10/2012		Simple		P/S		V		31/10/2012		28/11/2012				Simple		N/A		01/11/2012		11/23/12		Accepted		11/28/12		5/8/13		Approved		7/29/13

		elvitegravir/cobicistat/emtricitabine/tenofovir (Stribild®)		1446		Gilead Sciences Ltd		Dr Debbie Flanagan: debbie.flanagan@gilead.com				11/19/12		Simple		S/H		V		11/19/12		12/17/12				Simple		N/A		11/20/12		12/13/12		Accepted		12/13/12		10/16/13		Approved		12/2/13				Formerly known as Quad

		C1-esterase inhibitor, human (Berinert®)		1425		CSL Behring Biotherapies for Life™		Carl Wheeler: Carl.Wheeler@cslbehring.com				11/22/12		Simple		S		V		AW responded 22/11/12		12/20/12				Simple		N/A		11/28/12		12/18/12		Accepted		12/18/12		6/12/13		Approved		7/29/13

		ivacaftor (Kalydeco®) see notes		772		Vertex Pharmaceuticals UK Ltd		Simon Lem: simon_lem@vrtx.com				2/13/13		Simple						2/13/13		3/13/13				Simple				2/13/13		2/18/12		Accepted		2/18/13		5/8/13		Not recommended		N/A				Not recommended.Ministerial announcement terminates appraisal process. WPAS now superceded by alternative WHSSC and Health Board financial arrangement with company.

		insulin degludec (Tresiba®)		840		Novo Nordisk Ltd		Donna Ashley: daey@novonordisk.com				9/17/13		Complex		P/S		F		9/20/13		12/2/13				Complex				9/20/13		12/20/13		Accepted		1/8/14		6/11/14		Not recommended		7/24/14		N/A

		velaglucerase alfa (VPRIV®)		571		Shire Pharmaceuticals Ltd		Russel Stapley: rstapley@shire.com				12/9/13		Simple		S		V		12/9/13		1/6/14		12/12/13		Simple		N/A		12/11/13		1/3/14		Accepted		1/8/14		6/11/14		Approved		7/24/14

		certolizumab pegol (Cimzia®)		1211 /1713		UCB Pharma Ltd		Gordon.lundie@ucb.com  Kerry.Donnelly@ucb.com				1/8/14		Complex		H		N/A		1/8/14		4/2/14		1/15/14		Complex				1/27/14		5/7/14		Accepted		5/8/14		10/8/14		Approved		10/30/14

		dolutegravir (Tivicay®)		843		Viiv Healthcare / GSK		Ben.r.skull@viivhealthcare.com   Clare.x.marley@gsk.com				2/13/14		Simple		P/S		V		2/13/14		3/13/14				Simple but primary care rebate				2/25/14		4/23/14		Accepted		4/23/14		9/3/14		Approved		9/19/14

		defibrotide (Defitelio ®)		508		Gentum GmbH, a Jazz Pharmaceuticals Company		Steven Slack: sslack@gentium.ch				3/13/14		simple		S		F		3/13/14		4/10/14				Simple		N/A		4/8/14		5/6/14		Accepted		5/8/14		3/25/15		Approved		5/15/15

		aflibercept (Zaltrap®)		456		Sanofi-Aventis Ltd		Clare.Proudfoot@sanofi.com				4/23/14		simple		S		V		23/04/2014		21/05/2014				Simple				22/05/2014		19/06/2014		Accepted		19/06/2014		11/02/2015		Not recommended		6/8/15

		rituximab (MabThera®) subcutaneous		1048		Roche Products Ltd		simon.mcnamara@roche.com Karen.Lightning-Jones@roche.com				4/25/14		Simple		S		V		4/25/14		5/23/14		4/30/14		Simple		N/A		6/9/14		6/20/14		Accepted		6/20/14		11/12/14		Approved		1/9/15

		riociguat (Adempas®)		1608/558		Bayer Healthcare Pharmaceuticals		lesley.gilmour@bayer.com				8/29/14		Simple		S/H		V		8/29/14		9/26/14		9/9/14		Simple		N/A		11/21/14		1/27/15		Accepted		1/27/15		9/16/15		Approved		10/9/15

		pomalidomide (Imnovid®)		2590		Celgene Ltd		sdhanasiri@celgene.com				9/12/14		Simple		S/H		V		12/092014		10/10/14		9/23/14		Simple		N/A		10/8/14		10/21/14		Accepted		10/28/14		7/15/15		Approved		8/27/15

		dolutegravir/abacavir/lamivudine (Triumeq®)		2365		ViiV Healthcare UK Ltd		Ben.r.skull@viivhealthcare.com				10/3/14		Simple		P/S/H		V		10/3/14		10/31/14		10/15/14		Simple		N/A		10/22/14		11/19/14		Accepted		11/21/14		3/25/15		Approved		5/15/15				Primary care submission made December 2014

		cetuximab (Erbitux)		2407		Merck Serono Ltd		Ahmed.Hnoosh@merckgroup.com				10/14/14		Complex				N/A		10/14/14		1/6/15		10/15/14		Complex		11/11/14						Withdrawn		Withdrawn		Withdrawn		Withdrawn		Withdrawn

		regorafenib (Stivarga®)		1018		Bayer plc		Lesley.Gilmour@bayer.com				10/24/14		Simple		S/H		V		11/10/14		12/8/14		11/12/14		Simple		N/A		11/19/14		1/9/15		Accepted		1/12/15		6/17/15		Approved		7/15/15

		albiglutide (Eperzan®)		855		GlaxoSmithKline UK Limited		toni.k.maslen@gsk.com				11/17/14		Complex		S/P		V		11/17/14		2/9/14		02/12/2014 + 19/01/2015		Complex		N/A		1/21/15				Withdrawn		Withdrawn		Withdrawn		Withdrawn		Withdrawn

		macitentan (Opsumit®)		711		Actelion Pharmaceuticals UK Ltd		peter.graham@actelion.com				11/26/14		Simple		H		V		11/27/14		12/24/14		12/9/14		Simple		N/A		1/7/15		2/16/15		Accepted		2/16/15		12/9/15		Approved		1/6/16

		cetuximab (Erbitux)		2407		Merck Serono Ltd		Ahmed.Hnoosh@merckgroup.com				1/14/15		Simple		S		F		1/15/15		2/11/15				Simple		N/A		1/27/15		3/20/15		Accepted		3/25/15		12/9/15		Approved (with resctrictions)		12/30/15

		sorafenib (Nexavar®)		284 (1416 + 287)		Bayer plc		Lesley.Gilmour@bayer.com				1/22/15		Simple		S/H		V		1/22/15		2/19/15		28/01/2015 + 24/02/2015		Simple		N/A		2/17/15		7/24/15		Accepted		7/27/15		3/23/16		Approved (with resctrictions)		4/5/16

		eribulin (Halaven®)		1212		Eisai Limited		Cyndy_Simon@eisai.net				2/24/15		Simple		S		V		2/24/15		3/24/15		3/10/15		Simple		N/A		3/17/15		4/7/15		Accepted		4/8/15		4/20/16		Approved		4/29/16

		ivacaftor (Kalydeco®)		2294		Vertex Pharmaceuticals Ltd		Simon_lem@vrtx.com				5/7/15		Simple		H		F		5/7/15		6/4/15		5/13/15		Simple		N/A		5/13/15		6/3/15		Accepted		6/4/15		12/9/15		Approved		12/30/15

		lapatinib (Tyverb®) - UPDATE		178		Novartis Pharmaceuticals Ltd/GlaxoSmithKline		Dominy.browning@novartis.com				6/26/15		Simple		S/H		V		6/26/15		7/24/15				Simple		N/A		7/14/15		8/14/15		Accepted		8/17/15		As above		As above		As above

		lenalidomide (Revlimid®)		2614		Celgene Ltd		jafarrell@celgene.com				8/4/15		Complex		S		Dose cap		8/4/15		10/27/15		02/09/2015 + 29/09/2015 + 05/10/2015		Complex		29/09/2015+ 15/12/2015		12/22/15		2/16/16		Accepted		2/17/16		7/13/16		Approved		7/26/16

		elvitegravir/cobicistat/emtricitabine/tenofovir alafenamide		2248		Gilead Sciences Ltd		laurence.wild@gilead.com				9/18/15		Simple		S/H		F		9/18/15		10/16/15				Simple		12/15/15						Withdrawn		Withdrawn		Withdrawn		Withdrawn		Withdrawn		Withdrawn		Complex submission requested for primary care dispensing

		netupitant/palonosetron (Akynzeo®)		1484		Chugai Pharma UK Ltd		M.Crosher@chugai-pharm.co.uk				11/3/15		Simple		S/H		V		11/3/15		12/1/15		11/3/15		Simple		N/A		11/17/15		2/3/16		Accepted		2/3/16		7/13/16		Approved		7/26/16

		Ibrutinib (Imbruvica®)		2027/2199		Janssen-Cilag Ltd		jlee267@its.jnj.com				12/23/15		Complex		S/P/H				12/23/15		3/16/16		1/27/15		Complex		2/16/16		5/11/16		7/7/16		Rejected				N/A		N/A		N/A		N/A

		Blinatumomab (Blincyto®)		589		Amgen Ltd		aazough@amgen.com				1/8/16		Simple		S		V		1/8/16		2/5/16		1/12/16		Simple		N/A		1/19/16		2/16/16		Accepted		2/16/16		7/13/16		Approved		7/26/16

		Golimumab (Simponi®)		1562		Merck Sharp & Dohme Ltd		oonagh.mcgill@merck.com				1/20/16		Complex		S		V		1/20/16		4/13/16				Complex		N/A		1/27/16		2/16/16		Accepted		2/16/16		9/21/16		Approved		10/4/16

		elvitegravir/cobicistat/emtricitabine/tenofovir alafenamide		2248		Gilead Sciences Ltd		laurence.wild@gilead.com				1/20/16		Complex		S/H		V		1/21/16				2/2/16		Complex		3/2/16		3/11/16		3/29/16		Accepted		3/30/16		7/13/16		Approved		7/26/16				Complex submission requested for primary care dispensing

		Insulin degludec (Tresiba®) Resubmission		840/2615		Novo Nordisk Ltd		Donna Ashley: daey@novonordisk.com				2/2/16		Complex		S/P				2/2/16		4/26/16		2/3/16		Complex		3/2/16		3/23/16				Withdrawn		Withdrawn		Withdrawn		Withdrawn		Withdrawn		Withdrawn

		levofloxacin (Quinsair®)		1012		Raptor Pharmaceuticals		mbarrett@raptorpharma.com				Updated 31/08/2016 Original 11/03/2016		Simple		S		F		3/11/16		4/8/16				Simple		N/A		Updated 31/08/2016 Original 30/03/2016		Updated 31/08/2016 Original 09/05/2016		Accepted		Updated 31/08/2016 Original 09/05/2016		11/9/16		In process

		Isavuconazole (Cresemba®)		2433		Basilea Pharmaceuticals Ltd		Daniel.Kuessner@basilea.com				4/25/16		Simple		S		V		4/25/16		5/23/16				Simple		N/A		4/27/16		5/27/16		Accepted		5/27/16		12/7/16		In process

		bevacizumab (Avastin®)		2166		Roche Products Ltd		richard.burns@roche.com				5/25/16		Complex		S		F		5/25/16		8/17/16		6/8/16		Complex		7/5/16		8/2/16		8/17/16		Accepted		8/17/16

		Ibrutinib (Imbruvica®)		2199		Janssen-Cilag Ltd		iladha@ITS.JNJ.com				7/22/16		Complex		S/H				7/22/16		10/14/16		8/9/16		Complex		9/27/16						Rejected				N/A		N/A		N/A		N/A

		Sofosbuvir/velpatasvir (Epclusa®)		2417		Gilead Sciences Ltd.		Sophie.hadlow@gilead.com Paige.macandrew@gilead.com				8/23/16		Simple		S/H		V		8/23/16		9/20/16				Simple		N/A		8/24/16		8/25/16		Accepted		8/25/16		11/9/16		In process

		EXPECTED WPAS SUBMISSIONS

		Adalimumab				AbbVie Ltd		dominic.pivonka@abbvie.com

		bevacizumab (Avastin®) WPAS 2166 applies to this		1824		Roche Products Ltd		rachel.fyson@roche.com

		fampridine (Fampyra®)		911		Biogen		kyle.dunton@biogen.com

		idelalisib (Zydelig®)		2597		Gilead Sciences Ltd		rachel.marsh@gilead.com

		lenvatinib (Lenvima®)		976		Eisai Ltd		Cyndy_Simon@eisai.net

		selexipag (Uptravi®)		700		Actelion Pharmaceuticals UK Ltd		bimpe.joseph@actelion.com

		trastuzumab emtansine

		under consideration

		suspended or withdrawn

		AWMSG appraisal not recommended

		WPAS superseded

		WPAS rejected

						Submitted		In process		Approved		Not approved		Withdrawn		AWMSG recommended		AWMSG non recommended		AWMSG in process		AWMSG superseded				WPAS amendment

		Pilot		Simple		5		0		5		0		0		4		0		0		1				0

				Complex		0		0		0		0		0		0		0		0		0				0

		2012		Simple		3		0		3		0		0		3		3		0		0				0

				Complex		0		0		0		0		0		0		0		0		0				0

		2013		Simple		2		0		2		0		0		1		1		0		0				0

				Complex		1		0		1		0		0		0		1		0		0				0

		2014		Simple		9		0		9		0		0		7		1		1		0				0

				Complex		3		0		1		0		2		1		0		0		0				0

		2015		Simple		7		0		6		0		1		0		0		4		0				1

				Complex		2		0		1		1		0		0		0		0		0				0

		2016		Simple		4		0		4		0		0

				Complex		5		0		3		1		1

						41

						Submitted		Approved		Not approved		Withdrawn

		Pilot		Simple		5		5		0		0

				Complex		0		0		0		0

		2012		Simple		3		3		0		0

				Complex		0		0		0		0

		2013		Simple		2		2		0		0

				Complex		1		1		0		0

		2014		Simple		9		9		0		0

				Complex		3		1		0		2

		2015		Simple		7		6		0		1

				Complex		2		1		1		0

		2016		Simple		4		4		0		0

				Complex		5		3		1		1
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		Medicine		Date Submitted		Scheme Type		WPAS Status		AWMSG appraisal status

		icatibant acetate (Firazyr®)				Simple		Accepted		Approved

		degarelix (Firmagon®)				Simple		Accepted		Approved

		aztreonam lysine (Cayston®)				Simple		Accepted		Approved

		lapatinib (Tyverb®)				Simple		Accepted		Approved

		perampanel (Fycompa®)		31.10.2012		Simple		Accepted		Approved

		elvitegravir/cobicistat/emtricitabine/tenofovir (Stribild®)		19.11.2012		Simple		Accepted		Approved

		C1-esterase inhibitor, human (Berinert®)		22.11.2012		Simple		Accepted		Approved

		ivacaftor (Kalydeco®)		13.02.2013		Simple		Accepted		Not recommended.
Ministerial announcement terminates appraisal process.

		insulin degludec (Tresiba®)		17.09.2013		Complex		Accepted		Not recommended

		velaglucerase alfa (VPRIV®)		09.12.2013		Simple		Accepted		Approved

		certolizumab pegol (Cimzia®)		08.01.2014		Complex		Accepted		Approved

		dolutegravir (Tivicay®)		13.02.2014		Simple		Accepted		Approved

		defibrotide (Defitelio®)		13.03.2014		Simple		Accepted		Approved

		aflibercept (Zaltrap®)		23.04.2014		Simple		Accepted		Not recommended

		rituximab (MabThera®) subcutaneous		25.04.2014		Simple		Accepted		Approved

		riociguat (Adempas®)		29.08.2014		Simple		Accepted		Approved

		pomalidomide (Imnovid®)		12.09.2014		Simple		Accepted		Approved

		dolutegravir/abacavir/lamivudine (Triumeq®)		03.10.2014		Simple		Accepted		Approved

		cetuximab (Erbitux®)		14.10.2014		Complex		Withdrawn		N/A

		regorafenib (Stivarga®)		24.10.2014		Simple		Accepted		Approved

		albiglutide (Eperzan®)		17.11.2014		Complex		Withdrawn		N/A

		macitentan (Opsumit®)		26.11.2014		Simple		Accepted		Approved

		cetuximab (Erbitux®)		14.01.2015		Simple		Accepted		Approved

		sorafenib (Nexavar®)		1/22/15		Simple		Accepted		Approved (with restrictions)

		eribulin (Halaven®)		2/24/15		Simple		Accepted		Approved

		ivacaftor (Kalydeco®)		5/7/15		Simple		Accepted		Approved

		lapatinib (Tyverb®) - UPDATE		6/26/15		Simple		Accepted		N/A

		lenalidomide (Revlimid®)		8/4/15		Complex		Accepted		Approved

		elvitegravir/cobicistat/emtricitabine/tenofovir alafenamide		9/18/15		Simple		Withdrawn		N/A

		netupitant/palonosetron (Akynzeo®)		11/3/15		Simple		Accepted		Approved

		Ibrutinib (Imbruvica®)		12/23/15		Complex		Rejected

		Blinatumomab (Blincyto®)		1/8/16		Simple		Accepted		Approved

		Golimumab (Simponi®)		1/20/16		Complex		Accepted		Approved

		elvitegravir/cobicistat/emtricitabine/tenofovir alafenamide		1/20/16		Complex		Accepted		Approved

		Insulin degludec (Tresiba®) Resubmission		2/2/16		Complex		Withdrawn

		levofloxacin (Quinsair®)		3/11/16		Simple		Accepted		In process

		Isavuconazole (Cresemba®)		4/25/16		Simple		Accepted		In process

		bevacizumab (Avastin®)		5/25/16		Complex		Accepted

		Ibrutinib (Imbruvica®)		7/22/16		Complex		Rejected

		Sofosbuvir/velpatasvir (Epclusa®)		8/23/16		Simple		Accepted		In process

		under consideration

		suspended or withdrawn

		AWMSG appraisal not recommended

		WPAS superceded






AWMSG appraisals with a WPAS
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WPAS monitoring

27 WPAS within published AWMSG FARs

 Two others currently undergoing appraisal

QA process required to ensure discount is applied
«  WAPSU monitor data from Medusa for medicines used in secondary
care

« WAPSU obtain primary care prescribing data from CASPA which is sent
to the relevant company

Recent successful ITS bid

« to facilitate joint working with health boards to ensure effective
implementation of PAS and WPAS
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