














 #1650 PFI 

L:\DrugInfo\Drug Submissions\4  UR ACTION\#1650.CHAMPIX (varenicline tartrate)UR.doc 
 PharmaCare, Ministry of Health  

Drug Submission rec’d: 2007/05/04 
IS rec’d: 2007/05/09 (10:20AM)

Drug Base Update Request Form requiring 
Drug Under Review, Non- Benefit Drug, LCA Change or

Other Change to PharmaNet Drug Base Information 

Request Date: 2007/05/04 Effective Date: 2007/05/11  JH Authorized by: tf 

Drug Information: Manufacturer: Pfizer Canada Inc. 
Brand Name: Champix Chemical / Generic Name: varenicline tartrate

DIN Strength Form 

2291177 0.5 mg  tablet

22991185 1mg tablet 

2291185   

   

Therapeutic class of drug/s:  920000881 – 0.5mg; and  920000882 – 1 mg 

Drug Under Review - enter ‘UR’ in Benefit Group Section and Therapeutic Class 
- file in Folder 4 – UR Action 

Non-Benefit Drug - enter Therapeutic Class only 
- file in Folder 3 – Manufacturer Letter Action

LCA Change - enter information as directed in Special Instructions 
- file in Folder 6 – IS Support  Newsletter Action 

PharmaNet Information Change
- unless otherwise indicated, file in Finals for Filing 

Special Instructions:
HIBC: Please add as “Under Review” 

Din 22991185 has been corrected to 2291185 on the form.  JH 

X
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 # 1650 004908

L:\Formulary Management - Access Restricted\Manufacturers  - Notifications for Trade & Generic\Varenicline 
tartrate\#1650.CHAMPIX(varenicline) starter pack URDBR.doc  PharmaCare, Ministry of Health  

Drug Submission rec’d: 2007/05/04 
IS rec’d: 2007/09/25 (2:32pm)

Drug Base Update Request Form requiring 
Drug Under Review, Non- Benefit Drug, LCA Change or

Other Change to PharmaNet Drug Base Information 

Request Date: 2007/09/25 Effective Date: 2007/09/29 Authorized by: tf 

Drug Information: Manufacturer: Pfizer

Brand Name: Champix Starter pack Chemical / Generic Name: varenicline tartrate

DIN Strength Form 

2298309 0.5mg and 1 mg tablet 

   

   

   

Identify a Drug in the same Therapeutic Class: Please create a new thera class 920000

Drug Under Review - enter ‘UR’ in Benefit Group Section and Therapeutic Class 
- file in Folder 4 – UR Action 

Non-Benefit Drug - enter Therapeutic Class only 
- file in Folder 3 – Manufacturer Letter Action

LCA Change - enter information as directed in Special Instructions 
- file in Folder 6 – IS Support  Newsletter Action 

PharmaNet Information Change
- unless otherwise indicated, file in Finals for Filing 

Special Instructions: HIBC: Please add as under review.  Done WP 
New Thera class is 920000910. 

X
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From: Chong, Elaine HLTH:EX
To: Lun, Eric HLTH:EX; Fazlagic, Tijana HLTH:EX; Chan, Dennis HLTH:EX
Cc: Galbraith, Susan HLTH:EX; Weston, Megan D HLTH:EX; Kwok, Jess HLTH:EX; Capelli, John HLTH:EX
Subject: FW: limited use
Date: July-27-11 12:23:30 PM

FYI. 
 
My colleagues in Ontario tell me that varenicline and bupropion will be limited use benefits as of Aug 4
(LU is Ontario’s version of SA though not enforced) – limited at 12 weeks.  Their criteria also tie these
drugs to counselling, though it is not clear how this will be enforced. 
 
NRTs will not be listed.
 
EC
 
 
From:
Sent: Wed, July 27, 2011 11:56 AM
To:
Subject: limited use

Hi there,

FYI - Champix and Zyban are limited use #423 - 12 week supply per 365 days per patient for
smoking cessation along with smoking cessation counseling

http://www.health.gov.on.ca/english/providers/program/drugs/formulary/41_update_z_20110726.pdf
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MINISTRY OF HEALTH SERVICES 
DECISION BRIEFING NOTE 

Cliff # 897549 

PREPARED FOR: Eric Lun, Executive Director - FOR DECISION 

TITLE: Drug Review Listing Decision for varenicline (Champix®), bupropion 
(Zyban®), and Nicotine Replacement Therapy (Nicorette®, Nicoderm®,
Habitrol® and Thrive™) for Smoking Cessation 

PURPOSE: To make a drug review listing decision for varenicline (Champix®),
bupropion (Zyban®), and Nicotine Replacement Therapy (Nicorette®,
Nicoderm®, Habitrol® and Thrive™) for smoking cessation. 

BACKGROUND: 
 On May 9, 2011, Premier Clarke announced that nicotine replacement therapies (NRT’s)

will be available to all smokers in BC at no cost, and prescription drugs (varenciline and 
buproprion) will be covered under the PharmaCare program effective 
September 30, 2011.  

 Varenicline (Champix®), manufactured by Pfizer Canada, and Nicoderm and Nicorette 
products, manufacturered by McNeil, were submitted to the Ministry of Health (the
Ministry) for potential coverage for smoking cessation therapy.

 On August 16, 2007, CEDAC recommended that varenicline be listed for adults who 
have failed to quit smoking on their own and desire pharmacologic assistance. 

 In September, 2010, the Canadian Agency for Drugs and Technologies in Health 
(CADTH) released final Pharmacologic-based strategies for smoking cessation 
Technology Report recommendations. Based on the report, varenicline was found to be 
superior and more cost-effective than conventional NRT’s and bupropion. 

 In April, 2011, the Drug Benefit Council (the Council) recommended that varenicline 
and bupropion be listed on the PharmaCare formulary for one 12 week course of therapy 
per annum (see Appendix 1 for complete recommendation). 

DISCUSSION: 
 The Council reviewed a systematic review of 155 reports describing 143 studies 

comparing the efficacy of NRT, bupropion, varenicline, or a combination thereof versus 
placebo. The outcome measures of the studies included continuous abstinence rates 
(6 months and 1 year), prolonged abstinence rates, and point-prevalence abstinence. 

 Studies demonstrated that NRT, bupropion, and varenicline are all superior to placebo in 
terms of continuous abstinence rates at 6 months and 1 year. At 1 year, varenicline was 
found to be more efficacious than bupropion and NRT. No differences were observed 
when bupropion was compared to NRT.  

 The CADTH technology report found that bupropion and NRT doubles the odds of a 
smoker quitting successfully and varenicline nearly triples the odds of quitting smoking. 

 All treatment options, except the NRT inhaler, were associated with more adverse events 
than placebo; including headache, dizziness, nausea, and vomiting.  NRT inhalers were 
associated with similar adverse effects to placebo. 

 There are number of safety concerns regarding varenicline, including a Health Canada 
advisory regarding neuropsychiatric adverse events, and recent reports regarding 
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cardiovascular events. However, after considering all safety information, the Ministry 
concluded that the benefits of varenicline outweigh patient risk. 

 At the listed prices, varenicline and bupropion were more cost-effective than NRT. 
 The Business Management, Supplier Relations and Systems group has been involved in 

discussions with the manufacturer of varenicline (Champix®), bupropion (Zyban®), and 
NRTs. Drug listings are subject to product listing agreements. 

 A tender was reached regarding NRT, whereby Nicoderm and Nicorette were part of the 
tender, but Habitrol® patches and Thrive™ gum offered the best financial options.

FINANCIAL IMPLICATIONS: 

OPTIONS: 
Option 1: Do not list varenicline (Champix®), bupropion (Zyban®), or NRTs (Habitrol® and 
Thrive™) as PharmaCare benefits. 
Pro: The Ministry would avoid an incremental budget impact

Con: This option limits the smoking cessation options available to residents of BC and 
would be inconsistent with the Premier’s announcement regarding smoking cessation. 

Option 2: Effective September 30, 2011, list varenicline (Champix®) and buproprion 
(Zyban®) as PharmaCare benefits, and list NRT (Habitrol® and Thrive™) as PharmaCare
benefits under Plan S requiring no deductible as per PharmaCare coverage policies for 
buproprion, varenicline, and NRT. NRTs Nicorette and Nicoderm will not be added as 
eligible PharmaCare benefits.
Pro:  Consistent with the Premier’s announcement and expands treatment options 
Con:  The Ministry will incur estimated budget impact

RECOMMENDATION:  Option 2. 

Original Signed By_______________  September 30, 2011_____________ 
Approved         Date 
Eric Lun Executive Director 
Drug Intelligence 
Program ADM/Division: Bob Nakagawa, Assistant Deputy Minister 
Telephone: 250 952-1705 
Program Contact (for content): Tijana Fazlagic 
DRILL:    Elaine Chong
Drafter:   Jillian Hardy 
Date: November 21, 2014 
File Name with Path: Y:\Formulary Management - Access Restricted\FM BN's\2011\FINALS\Smoking 
Cessation. 897549.BN.docx 
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Reason(s):  
 There are no statistically significant differences in efficacy between bupropion and NRT 

pharmacotherapy, however the cost of NRTs are significantly greater than the cost of 
generic bupropion. 

 At the listed prices, varenicline and bupropion were more cost-effective than NRT. 
 Access to NRTs are available for self-medication without prescription. 

Recommendation #3: The DBC does not recommend any specific population of smokers be 
prioritized for coverage, with the following exception: the DBC recommends that Plan G 
(Mental Health) patients be covered for one 12 week course of therapy per annum at the 
manufacturer’s recommended dose of varenicline or bupropion or NRT.

Reason(s):  
 The DBC concluded that mental health patients are much more likely to suffer from an 

addiction to cigarettes and that this cohort of patients should have access to all of the 
available pharmacologic options to aid in smoking cessation. 

 Patients of aboriginal descent and hospitalized patients were not considered in this 
context as aboriginal patients receive drug coverage under the Non-Insured Health 
Benefits (NIHB) program, and hospital formulary committees are responsible for drug 
funding decisions for hospitalized patients.  

Recommendation #4: The DBC recommends that behavioral support programs not
necessarily be linked with the Ministry’s smoking cessation drug coverage.

Reason(s): 
 The DBC reviewed a systematic review of nine trials identified by CADTH comparing 

abstinence rates in patients receiving pharmacotherapy for smoking cessation alone 
versus pharmacotherapy plus behavioral support therapy.  

 Three trials compared the nicotine patch alone versus the nicotine patch plus 
combination therapy,  five trials compared nicotine gum alone versus nicotine gum plus 
behavioral therapy, and one trial compared bupropion alone versus bupropion plus 
behavioral therapy. 

 These trials demonstrated that adding behavioral support did not have a significant 
impact on abstinence rates. 

Recommendation #5: The DBC recommends that PSD continue to work closely with health 
authorities and other stakeholders to harmonize smoking cessation strategies. The DBC also 
recommends further review of the regular benefit drug nortriptyline for smoking cessation, 
as well as further research into the Ottawa model for smoking cessation.  
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File: 70325-30/ varen 
CLIFF# 897885 

September 30, 2011 

Mr. Christopher Smith 
Manager, BC Government 
Patient Access and Health Policy 
Pfizer Canada Inc. 
17300 Trans Canada Hwy 
Kirkland QC  H9J 2M5 

Dear Mr. Smith: 

Thank you for your submission for the inclusion of varenicline tartrate (Champix®) 0.5 mg 
and 1.0 mg, DIN 229177, DIN 2291185, and DIN 2298309, as eligible benefits under the 
BC PharmaCare program for smoking cessation.  

The Ministry of Health (the Ministry) has now completed its review of this product. Effective 
September 30, 2011, varenicline tartrate (Champix®) will be added as an eligible 
Limited Coverage benefit for patients covered under Fair PharmaCare and Plans B, C, and G as 
part of the  PharmaCare Smoking Cessation program.  

Coverage of eligible smoking cessation products: varenicline, bupropion, and nicotine 
replacement therapy, is limited to a single 12 week (84 day) treatment course once per calendar 
year. Coverage is available to all smokers (and users of other tobacco products) who are BC 
residents and meet the general PharmaCare eligibility rules.  

PharmaCare coverage is subject to the terms of the product listing agreement.

Sincerely,

Eric Lun, PharmD 
Executive Director, Drug Intelligence 
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\\GRAYLING\KAGRIEVE$\Profile\Desktop\CHAMPIX(varenicline)dbr.docx 
PharmaCare, Ministry of Health 

Drug Submission rec’d: yyyy/mm/dd
IS rec’d: September 21, 2011, 6:33:31 AM 

Drug Base Update Request Form – for Benefits

Request Date: 2011/09/08 Effect Date:  Sept 30/11  MV Authorized by: jh/tf 

Drug Information: Manufacturer:  Pfizer Canada 

Brand Name:  Champix  Chemical / Generic Name:  varenicline 

DIN Strength Form Full Drug 
Price Full Quantity (not /unit $) 

Manufacturer
Price, no 8% 
markup

Added 8% Sept 30/11 as per email 

2291177 0.5 mg tablet $1.7170 1 tablet     pup 1.8544

2291185 1 mg tablet $1.7171 1 tablet    pup 1.8545

2298309 0.5mg/ 1 mg tablet $42.93 25 tablets    pup      1.8546

Therapeutic class of drug/s:
DIN 2291177:  920000881 
DIN 2291185:  920000882 
DIN 2298309:  920000911 

Maximum Days Supply: 30 days

Flags:
Trial:  No Trial Days:  Trial Plans:

Triplicate Drug:  No Generic Drug:  No RDP Drug:  No

Is Din an LCA Drug:  No Current LCA Price:

Limited Coverage Drug:  No Is DIN eligible for Special Authority?  No

Benefit Groups: 
B, C , U, G 

Category Designation:
DIN in RDP Category:  No Category:    Sub-Category:

DIN in Non-RDP Category:  No Category:    Sub-Category:

Create new Non-RDP Category / Sub-Category:  Yes 9901 / 0148

Practitioner Information:
Practitioner Exemptions:  No 
Assumed SA:  No 

Practitioner ID: ID Ref #:

Practitioner Specialty Group: No Group ID:

Do other DINS exist as Special Authority's for the practitioner specialty group?  No

Note: If DIN exists as a Special Authority and a new Non-RDP Category is to be created, any existing individual 
DINs will require termination and re-creation under the 'new' Non-RDP Category. 
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\\GRAYLING\KAGRIEVE$\Profile\Desktop\CHAMPIX(varenicline)dbr.docx 
PharmaCare, Ministry of Health 

Special Instructions:
HIBC: Effective September 30, 2011, please add the above three products as benefits under the 
plan as indicated.  These products are Limited Coverage benefits but no Special Authority is 
needed.  Please create a non-RDP code for these three products as this may be needed in the 
future when generics become available.
Please add max day of 30 days and maximum quantity to be dispensed of 56 tablets.   DONE
MV
September 22, 2011 – Please remove quantity limit from above drugs and keep max day supply.  
This was decided in consultation with EC. TF   

DONE  MV No mention of excluded plans however via telephone call with jillian Hardy 
excluded plans should be D S. 
There was no 8% mark up included in the price (because that information was not in the DBR) 
however via email Sept 30 added as per Sophia & Tijana. MV sept 30/11  
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Grieve, Katie HLTH:EX

From: Arenson, Darlene H HLTH:EX
Sent: June-06-11 8:00 AM
To: Hardy, Jillian HLTH:EX; Margawang, Edmond HLTH:EX
Cc: Fazlagic, Tijana HLTH:EX
Subject: Action Required - FW: Smoking cessation: how many attempt to succeed?

Jill/Ed

Please see Elaine’s email below – she is requesting assistance from FM:

Would also be helpful to work with one of the FM pharmacists to do a scan of third party payers (most of which have a
lifetime limit – would be good to understand where they got this, and what the uptake has been among third party
payers).

Is it possible to look into this today so that we can review the results at our DI Smoking Cessation meeting tomorrow

Thank you
Darlene A
CDS

_____________________________________________
From: Chong, Elaine HLTH:EX  
Sent: Saturday, June 4, 2011 8:32 AM 
To: Pang, Walton HLTH:EX 
Cc: Arenson, Darlene H HLTH:EX 
Subject: RE: Smoking cessation: how many attempt to succeed? 

Hi Walton,

Just reading through some other documents, and came across this great collection of resources:

http://www.health.gov.bc.ca/tobacco/resources.html

Within BC, BC Stats may also have some information. Shelley Canitz from QuitNow may also be a good resource.

In addition to my suggestion below, do you mind looking into some of these other resources?

EC

_____________________________________________
From: Chong, Elaine HLTH:EX  
Sent: Fri, June 3, 2011 4:43 PM 
To: Pang, Walton HLTH:EX 
Cc: Arenson, Darlene H HLTH:EX 
Subject: RE: Smoking cessation: how many attempt to succeed? 
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Walton,

Thanks for this – looks great.

Another way to look at this might be to search within the CADTH report – for the trials that evaluated varenicline and
bupropion and NRTs, what were the # of quit attempts amongst patients? Were there any subgroup analyses that
showed successful quitters had a certain # of previous quit attempts? Look at the key clinical trials instead of them all –
you may have to pull some primary literature here.

While the population based surveys are useful, I would like us to have a bit stronger stance (stronger evidence) if we are
imposing a lifetime limit.

Would also be helpful to work with one of the FM pharmacists to do a scan of third party payers (most of which have a
lifetime limit – would be good to understand where they got this, and what the uptake has been among third party
payers). Darlene – can you ask either Jill or Ed to assist?

EC

_____________________________________________
From: Pang, Walton HLTH:EX  
Sent: Fri, June 3, 2011 4:11 PM 
To: Arenson, Darlene H HLTH:EX 
Cc: Fazlagic, Tijana HLTH:EX; Galbraith, Susan HLTH:EX; Chong, Elaine HLTH:EX; Weston, Megan D HLTH:EX; 
Margawang, Edmond HLTH:EX; Hardy, Jillian HLTH:EX 
Subject: Smoking cessation: how many attempt to succeed? 

Hi Darlene:

Nice talking to you on the phone. You are interested in getting some support from the literature for the statement:
“smokers make 5 to 7 quit attempts before they successfully quit”

Some support for the statement:
Similar statements were used in multiple places, including the Centre for Tobacco Research and Intervention of
the University of Wisconsin Medical School
(http://www.ctri.wisc.edu/Smokers/Help%20Someone%20Quit%20Tobacco.pdf). However, no reference was
cited.
In a review article, Hughes stated that “most smokers make five to seven quit attempts before they finally
succeed. Thus half of all smokers eventually quit.”1 However, the article cited by the author did not direct
mention the “five to seven” numbers. Please note that Hughes published quite extensively on the topic of
smoking cessation. (see attached)

To provide some Canadian context, a google search focused on published grey literature and results of surveys in
Canada was conducted. Since participants of clinical trials may not be representative of the Canadian smoker
population, biomedical databases were not used.

Canadian Tobacco Use Monitoring Survey (CTUMS) 2003 Fact Sheet – Quitting Smoking (Health Canada):
“Former smokers reported an average of 3.2 attempts to quit before stopping for good, with males
averaging more attempts (3.7) than did females (2.7)... About half of the former smokers reported
quitting on their first attempt.”

Canadian Tobacco Use Monitoring Survey (CTUMS) 2001 – Fact Sheet – Quitting Smoking Among Adults (Health
Canada):

“Former smokers tried to stop an average 3.4 times before succeeding, but the average number of quit
attempts among those making more than one attempt was 6.1”
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No recent data could be found
The lower numbers (3 to 4, versus the “five to seven”) may be due to the high percentage of people who
quitted on first attempts.
Please also note that the definitions of “prolonged/continuous abstinence” and “quit attempt” may vary.
Success also depends on the addiction level and baseline cigarette consumption and strategies used. I am
wondering whether it’s possible to have “exact number”.

Reference
1. Hughes JR. New treatments for smoking cessation. CA Cancer J Clin 2000;50:143 51.

Please contact me if there’s any info you need.
<< File: 143.pdf >>
Walton Pang, BSc(Pharm), MSc, CAE
Pharmacist, Information
Drug Use Optimization | Pharmaceutical Services Division | BC Ministry of Health
303 960 Quayside Drive, New Westminster, BC V3M 6G2
t: 604.660.0582 |f 604.660.2108 |email: Walton.Pang@gov.bc.ca

_____________________________________________
From: Arenson, Darlene H HLTH:EX  
Sent: Friday, June 3, 2011 1:18 PM 
To: Pang, Walton HLTH:EX 
Cc: Fazlagic, Tijana HLTH:EX; Galbraith, Susan HLTH:EX; Chong, Elaine HLTH:EX; Weston, Megan D HLTH:EX; 
Margawang, Edmond HLTH:EX; Hardy, Jillian HLTH:EX 
Subject: RE: Smoking cessation - DI subgroup, review of coverage scenarios, and follow-up items 

Hi Walton

As per our phone discussion this afternoon thank you so much for agreeing to assist us on the literature search
for the smoking cessation project to verify the following statement:

Number of quit attempts: It is normally quoted that smokers make 5 to 7 quit attempts before they
successfully quit.

Walton – is it possible to have something prepared for end of day Wednesday June 8. Please let me know if
this works for you

Thank you
Darlene A
CDS

(250) 952 1770

_____________________________________________
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Grieve, Katie HLTH:EX

From: Margawang, Edmond HLTH:EX
Sent: July-07-11 9:21 AM
To: Chong, Elaine HLTH:EX
Cc: Fazlagic, Tijana HLTH:EX; Hardy, Jillian HLTH:EX; Galbraith, Susan HLTH:EX; Weston, 

Megan D HLTH:EX; Arenson, Darlene H HLTH:EX; Rowe, Hilary HLTH:EX
Subject: Alberta coverage criteria for Champix
Attachments: Benefact #309 - Champix 2011june.pdf

Good morning, Elaine,

I would like to share the Alberta coverage criteria for Champix (attached) with the DI group.

We can learn from their criteria template.

I have also updated the provincial comparison database in the FM Access Restricted and Smoking SharePoint.

Regards,

Edmond Margawang, BSP, PharmD
Pharmacist Consultant, Formulary Management
Pharmaceutical Services Division
British Columbia Ministry of Health Services
Office: 250 952 3342
Edmond.Margawang@gov.bc.ca

CONFIDENTIALITY NOTICE: 
This email (and any attachment) was intended for a specific recipient. It may contain information that is privileged, confidential or 
exempt from disclosure. Any privilege that exists is not waived. If you are not the intended recipient: 
* do not copy it, distribute it to another person or use it for any other purpose; and 
* delete it and advise me by return email or telephone
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Grieve, Katie HLTH:EX

From: Vetter, Daniel HLTH:EX
Sent: April-01-11 9:38 AM
To: Fazlagic, Tijana HLTH:EX
Subject: Chamipix - Submission 1650

Hi Tijana,

Just wondering why there is a PNet Date for Champix when under status it mentions

Kind Regards,
Dan
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Grieve, Katie HLTH:EX

From: Chong, Elaine HLTH:EX
Sent: September-07-11 7:45 PM
To: Fazlagic, Tijana HLTH:EX
Cc: Chan, Dennis HLTH:EX; Lun, Eric HLTH:EX
Subject: DBN for varenicline

Hi Tijana,

Working on DBN tonight. Will you also include reference to safety info for varenicline in the DBN that FM is preparing
(maybe as an Appendix)? Don’t want to write a separate BN, so would be good if your team can incorporate. Some
points for your consideration:

1) CADTH report safety info
2) DBC comment on safety (if any)?
3) Health Canada advisory on neuropsychiatric adverse effects
4) France decision to pull public coverage
5) CMAJ article (see Sept 6, 2011 issue) with meta analysis on cardiovascular effects – methodologic limitations
6) Recent changes to varenicline product monograph to include stroke and cardiovascular labelling
7) Context of safety concerns (i.e., all safety info considered, and PSD decision is that benefits outweigh the risks)
8) Cross jurisdictional scan (Alberta, Saskatchewan, Ontario, NWT, Quebec)

There may be a few more things, but that’s what I can recall off the top of my head.

Thanks so much,
EC
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Grieve, Katie HLTH:EX

From: Margawang, Edmond HLTH:EX
Sent: June-27-11 10:55 AM
To: Chong, Elaine HLTH:EX
Cc: Fazlagic, Tijana HLTH:EX; Hardy, Jillian HLTH:EX; Galbraith, Susan HLTH:EX; Weston, 

Megan D HLTH:EX; Arenson, Darlene H HLTH:EX
Subject: FW: MedEffect e-Notice - Champix (varenicline tartrate) - Information Update

Good morning Elaine,

I thought that I would share this notice with you and DI group.

Regards,

Edmond Margawang, BSP, PharmD
Pharmacist Consultant, Formulary Management
Pharmaceutical Services Division
British Columbia Ministry of Health Services
Office: 250 952 3342
Edmond.Margawang@gov.bc.ca

CONFIDENTIALITY NOTICE: 
This email (and any attachment) was intended for a specific recipient. It may contain information that is privileged, confidential or 
exempt from disclosure. Any privilege that exists is not waived. If you are not the intended recipient: 
* do not copy it, distribute it to another person or use it for any other purpose; and 
* delete it and advise me by return email or telephone

From: medeffect-notice avis-medeffet@HC-SC.GC.CA [mailto:medeffect-notice avis-medeffet@HC-SC.GC.CA]
Sent: Monday, June 27, 2011 8:54 AM 
To: MEDEFFECT@LIST.HC-SC.GC.CA
Subject: MedEffect e-Notice - Champix (varenicline tartrate) - Information Update 

As a subscriber to Health Canada’s MedEffectTM e-Notice, you are being informed of the latest Information
Update.
http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/_2011/index-eng.php

Health Canada reviewing stop-smoking drug Champix (varenicline tartrate) and potential risk 
of heart problems in patients with heart disease

Health Canada is informing Canadians of an ongoing review of the smoking-cessation aid Champix (the 
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brand name for the prescription drug varenicline tartrate) and the possibility of a slightly increased risk of 
heart-related side effects in patients who have cardiovascular disease. 

You can report any suspected adverse reactions to drugs and other health products to the Canada Vigilance Program by visiting the Reporting
Adverse Reactions to Drugs and Other Health Products page.
http://www.hc-sc.gc.ca/dhp-mps/medeff/report-declaration/index-eng.php

This message was automatically generated. If you have comments or questions about the program, please contact us at mhpd_dpsc@hc-
sc.gc.ca.

You may change or cancel your subscription at any time by visiting the MedEffect e-Notice Subscription page. 
http://www.hc-sc.gc.ca/dhp-mps/medeff/subscribe-abonnement/index-eng.php

Disclaimer:
Health professional or public advisories are made available on Health Canada's Web site on an ad hoc basis as a service to health
professionals, consumers, and other interested parties. These advisories may be prepared in collaboration with Directorates of Health
Canada’s Health Products and Food Branch, which includes pre-market and post-market areas, as well as market authorization holders and 
other stakeholders.
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Grieve, Katie HLTH:EX

From: Shin, Sophia HLTH:EX
Sent: August-24-11 5:08 PM
To: Hodges-Whittaker, Diane HLTH:EX
Cc: Fazlagic, Tijana HLTH:EX; Chong, Elaine HLTH:EX; Chan, Dennis HLTH:EX
Subject: PSFT

Hi Diane,

Just wondered if I could add the following topics to the PSFT agenda tomorrow (if they haven’t already been added)?

Bupropion (Zyban) & varenicline (Champix)

Could you please also forward the meeting invite with the call details, etc.?

Thanks,
Sophia
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Grieve, Katie HLTH:EX

From: Lun, Eric HLTH:EX
Sent: June-06-11 11:34 AM
To: Cotton, Brian GCPE:EX
Cc: Jabs, Ryan GCPE:EX; Stewart, Michelle GCPE:EX; Nakagawa, Bob HLTH:EX; Fazlagic, 

Tijana HLTH:EX
Subject: Re: BC to Pay for Anti-Smoking Drug that France Finds too Risky

Follow Up Flag: Follow up
Flag Status: Completed

Brian I'll ask Tijana to provide the chronology of our review and also ask her to provide provincial coverage details.

In terms of Health Authority coverage, some do cover but for continuity of care when patients come in on it or for long
term care facilities. I'll send a spreadsheet with that info.

Eric

Eric Lun, Pharm.D.
Executive Director, Drug Intelligence
Pharmaceutical Services Division, BC Ministry of Health Services

Original Message
From: Cotton, Brian GCPE:EX
Sent: Monday, June 06, 2011 10:21 AM
To: Lun, Eric HLTH:EX
Cc: Jabs, Ryan GCPE:EX; Stewart, Michelle GCPE:EX; Nakagawa, Bob HLTH:EX
Subject: RE: BC to Pay for Anti Smoking Drug that France Finds too Risky

Hi Eric,

I'm trying to play catch up since I haven't been involved in any of the materials around this so am I correct in saying that
the drug has undergone a strict review process CDR reviewed and recommended funding in 2009, BC then asked
CADTH for a further review which was completed in ? and now DBC is currently reviewing varenicline for coverage and
will have a decision before end of September 2011 since this is when the program is supposed to begin?

Also, how will this review from a HA perspective affect the outcome? Is it a totally separate review from DBC or will DBC
consider any findings that may indicate there is a safety concern?
And who asked for that review?

Is it also correct to say Quebec is the only other province that covers vareniciline as part of their smoking cessation
program?

I am going to put together an IN since the one we have is very limited so the more info I can get to understand this the
better.
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Thanks,
Brian

Original Message
From: Lun, Eric HLTH:EX
Sent: Monday, June 6, 2011 9:57 AM
To: Cotton, Brian GCPE:EX; Stewart, Michelle GCPE:EX; Nakagawa, Bob HLTH:EX
Cc: Jabs, Ryan GCPE:EX; May, Stephen GCPE:EX
Subject: Re: BC to Pay for Anti Smoking Drug that France Finds too Risky

No, CDR first reviewed in ?2009 or so and recommended funding. We then asked CADTH to complete a further
comparative review on it, buproprion and NRTs. And most recently, before bringing to DBC in April, we asked the
manufacturer to provide saftey update.
So, we should be quite current with safety awareness.

Having said that, Aaron Tejani who also does contract work for TI is also assessing from Health Authority perspective. I
am aware that he is concerned about safety.

Eric

Eric Lun, Pharm.D.
Executive Director, Drug Intelligence
Pharmaceutical Services Division, BC Ministry of Health Services

Original Message
From: Cotton, Brian GCPE:EX
Sent: Monday, June 06, 2011 09:43 AM
To: Lun, Eric HLTH:EX; Stewart, Michelle GCPE:EX; Nakagawa, Bob HLTH:EX
Cc: Jabs, Ryan GCPE:EX; May, Stephen GCPE:EX
Subject: RE: BC to Pay for Anti Smoking Drug that France Finds too Risky

Hi Eric,

Just out of curiosity, was the Therapeutics Initiative involved in reviewing Varenicline?

Thanks,
Brian

Original Message
From: Lun, Eric HLTH:EX
Sent: Monday, June 6, 2011 9:38 AM
To: Stewart, Michelle GCPE:EX; Nakagawa, Bob HLTH:EX
Cc: Cotton, Brian GCPE:EX; Jabs, Ryan GCPE:EX; May, Stephen GCPE:EX
Subject: Re: BC to Pay for Anti Smoking Drug that France Finds too Risky

I'll try to dig up the risk number.
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Overall, I agree with the approach by Bob but to emphasize that all products have risks and benefits. Varenicline is
efficacious (actually more than NRTs) but has some known risks that should be weighed by the patient and prescribing
physician and monitored if prescribed.

Eric

Eric Lun, Pharm.D.
Executive Director, Drug Intelligence
Pharmaceutical Services Division, BC Ministry of Health Services

Original Message
From: Stewart, Michelle GCPE:EX
Sent: Monday, June 06, 2011 08:24 AM
To: Nakagawa, Bob HLTH:EX; Lun, Eric HLTH:EX
Cc: Cotton, Brian GCPE:EX; Jabs, Ryan GCPE:EX; May, Stephen GCPE:EX
Subject: RE: BC to Pay for Anti Smoking Drug that France Finds too Risky

Ok will wait for eric to wade in....and yes...if there is some reconsideration of the drug in light of the decision in France
would be good to know now

Michelle Stewart, Communications Director
Ministry of Health, Government Communications & Public Engagement
Phone: 250 952 1889 Cell: Fax: 250 952 1883
Michelle.Stewart@gov.bc.ca

Original Message
From: Nakagawa, Bob HLTH:EX
Sent: Monday, June 6, 2011 7:23 AM
To: Stewart, Michelle GCPE:EX; Lun, Eric HLTH:EX
Cc: Cotton, Brian GCPE:EX; Jabs, Ryan GCPE:EX; May, Stephen GCPE:EX
Subject: Re: BC to Pay for Anti Smoking Drug that France Finds too Risky

Yes, both varenicline and bupropion will be covered, as well as the NRTs
Bob Nakagawa, ADM
Pharmaceutical Services Division
BC Ministry of Health Services
250.952.1705

Original Message
From: Stewart, Michelle GCPE:EX
Sent: Monday, June 06, 2011 07:18 AM
To: Nakagawa, Bob HLTH:EX; Lun, Eric HLTH:EX
Cc: Cotton, Brian GCPE:EX; Jabs, Ryan GCPE:EX; May, Stephen GCPE:EX
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Subject: RE: BC to Pay for Anti Smoking Drug that France Finds too Risky

with respect to the drug component have we actually landed on what we're covering...
________________________________________
From: Nakagawa, Bob HLTH:EX
Sent: Monday, June 06, 2011 7:15 AM
To: Stewart, Michelle GCPE:EX; Lun, Eric HLTH:EX
Cc: Cotton, Brian GCPE:EX; Jabs, Ryan GCPE:EX; May, Stephen GCPE:EX
Subject: Re: BC to Pay for Anti Smoking Drug that France Finds too Risky

Initial thoughts:
Drug approved by Health Canada and reviewed by the Drug Benefit Council and CDR who considered the evidence in
detail, and considered these drugs to be reasonable options for consideration
These are prescription drugs, so MDs will be able to consider and monitor for any adverse effects
Eric, can you confirm what the incidence rate is for the ADRs? I suspect that they are quite small due to the large
numbers of patients
We want to be careful in this, as it wouldn't look good if varenicline were to be withdrawn from the Canadian Market
after we defend its safety

B

Bob Nakagawa, ADM
Pharmaceutical Services Division
BC Ministry of Health Services
250.952.1705

Original Message
From: Stewart, Michelle GCPE:EX
Sent: Monday, June 06, 2011 06:53 AM
To: Nakagawa, Bob HLTH:EX; Lun, Eric HLTH:EX
Cc: Cotton, Brian GCPE:EX; Jabs, Ryan GCPE:EX; May, Stephen GCPE:EX
Subject: FW: BC to Pay for Anti Smoking Drug that France Finds too Risky

Bob/Eric...see story below....thoughts?
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Grieve, Katie HLTH:EX

From: Chong, Elaine HLTH:EX
Sent: December-17-10 10:47 AM
To: Fazlagic, Tijana HLTH:EX
Cc: Zimmerman, Janine HLTH:EX; Guiltenane, Erin HLTH:EX
Subject: RE: Champix binder contents from Pfizer

Tijana,

Done – saved to this target location. I’ll bring over the CD next time, and Eric will bring over a hard copy of the binder. I
also have an additional hard copy of the binder that I will keep for now.

EC

From: Fazlagic, Tijana HLTH:EX  
Sent: Friday, December 17, 2010 8:04 AM 
To: Chong, Elaine HLTH:EX; Lun, Eric HLTH:EX; Guiltenane, Erin HLTH:EX 
Cc: Zimmerman, Janine HLTH:EX 
Subject: RE: Champix binder contents from Pfizer 

Hi Elaine,

Thanks for asking. Please save it in X:\Formulary Management Access Restricted\Drugs CDR Common Drug
Review\Champix\Champix 2475.

Tijana

Tijana Fazlagic , B.Sc.(Pharm), MSc
Director
Formulary Management
Pharmaceutical Services
(250) 952-1475
Tijana.Fazlagic@gov.bc.ca

From: Chong, Elaine HLTH:EX  
Sent: Thursday, December 16, 2010 11:13 PM 
To: Lun, Eric HLTH:EX; Guiltenane, Erin HLTH:EX 
Cc: Zimmerman, Janine HLTH:EX; Fazlagic, Tijana HLTH:EX 
Subject: RE: Champix binder contents from Pfizer 

Will do.

Tijana – is there a specific place on Coral you would like me to place this information?

EC

From: Lun, Eric HLTH:EX  
Sent: Thursday, December 16, 2010 7:48 PM 
To: Guiltenane, Erin HLTH:EX 
Cc: Zimmerman, Janine HLTH:EX; Chong, Elaine HLTH:EX; Fazlagic, Tijana HLTH:EX 
Subject: Re: Champix binder contents from Pfizer 

HTH-2014-00299 
Page 49



2

Thanks Erin. Pls pass to Elaine.

Elaine can you copy the files to a location on the FM site so Tijana and others can access? This is resub material so it
needs to be properly files.

Thanks,
Eric

Eric Lun, Pharm.D.
Executive Director, Drug Intelligence
Pharmaceutical Services Division, BC Ministry of Health Services

From: Guiltenane, Erin HLTH:EX  
Sent: Thursday, December 16, 2010 01:31 PM 
To: Lun, Eric HLTH:EX  
Cc: Zimmerman, Janine HLTH:EX  
Subject: Champix binder contents from Pfizer 

Hi Eric,

An express envelope arrived for you today with the a CD marked BC CD CHAMPIX, binder contents from Dec
10, 2010, meeting with Chris Smith. I’ve date stamped the envelope. Since this arrived express, I was
wondering if you need it urgently?

Thanks,

Erin

Erin Guiltenane

Administrative Assistant
Drug Use Optimization Pharmaceutical Services Division
BC Ministry of Health Services
T: (604) 660 1978 F: (604) 660 2108
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Grieve, Katie HLTH:EX

From: Chong, Elaine HLTH:EX
Sent: June-17-11 4:36 PM
To: Shin, Sophia HLTH:EX; Margawang, Edmond HLTH:EX; Lun, Eric HLTH:EX
Cc: Fazlagic, Tijana HLTH:EX; Arenson, Darlene H HLTH:EX; Hardy, Jillian HLTH:EX; 

Galbraith, Susan HLTH:EX; Tan, Dominic HLTH:EX; Chan, Dennis HLTH:EX
Subject: RE: Champix Update

Hello all,

Further to the emails below, I looked into the new FDA advisory of varenicline associated cardiovascular adverse events
in patients with cardiovascular disease (post marketing surveillance showing more events compared to placebo,
including nonfatal MI, need for coronary revascularization, angina, and peripheral vascular disease). Product labelling
will be changed in the US.

http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/ucm106540.htm

There is nothing yet from Health Canada.

FYI, from looking at the Health Canda website, I note that pioglitazone Actos is now being reviewed by Health Canada
for its link to bladder cancer – Tijana, can your team flag this for an update during our ongoing diabetes review.

EC

From: Chong, Elaine HLTH:EX  
Sent: Friday, June 17, 2011 1:43 PM 
To: Shin, Sophia HLTH:EX; Margawang, Edmond HLTH:EX; Lun, Eric HLTH:EX 
Cc: Fazlagic, Tijana HLTH:EX; Arenson, Darlene H HLTH:EX; Hardy, Jillian HLTH:EX; Galbraith, Susan HLTH:EX; Tan, 
Dominic HLTH:EX 
Subject: FW: Champix Update 

All,

See below. Varenicline is now listed in Alberta, as of June 15, 2011. It is an SA drug, with the following criteria:

This coverage is a restricted benefit; only those plan members who are (1) 18 years of age and older, (2) on a 
government-sponsored supplementary health plan and (3) enrolled in an Alberta Health Services tobacco-
cessation program (AlbertaQuits Helpline and/or AlbertaQuits Groups) will be eligible to receive coverage for 
Champix®.

Detailed information about the operational program model, as well as pharmacy logistics are described in this email
chain below.

Edmond – I know you are busy covering for FM this week, but I am hoping you can survey our colleagues in the other
jurisdictions to see if any other province is close to announcing coverage, and if so, with what criteria? Please update
the jurisdictional scan on SP once you have completed your survey – hoping to have some results before next week’s
working group meeting.

Thanks all,
EC
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From: Smith, Christopher C [mailto:Christopher.C.Smith@pfizer.com]  
Sent: Friday, June 17, 2011 12:35 PM 
To: Chan, Dennis HLTH:EX; Chong, Elaine HLTH:EX 
Cc: Dawson, Bob 
Subject: Champix Update 

Elaine and Dennis: 

I have been on the road and wanted to provide you with the most up to date information regarding 
some recent developments. The following is Pfizer’s recent statement regarding the FDA and 
information on the Alberta Government’s decision to provide coverage for Champix. 

If you have any further questions, please don’t hesitate to contact me. 

Chris 

Pfizer Statement 

Pfizer has studied CHANTIX®/CHAMPIX® (varenicline) in a randomized, double-blind, placebo-controlled 
clinical trial in smokers with certain types of cardiovascular disease (CVD). These clinical study data were 
submitted to FDA and were published in the journal Circulation (Vol 121, No 2, January 2010). The overall 
cardiovascular event rates reported in the study were low, but there was a small, increased incidence of certain 
cardiovascular events in patients taking CHANTIX/CHAMPIX compared to patients taking placebo. FDA is 
requesting a large, combined analysis (meta-analysis) of existing CHANTIX/CHAMPIX clinical data to 
evaluate the cardiovascular safety of CHANTIX/CHAMPIX. Pfizer will be discussing the details of the meta-
analysis, as well as the product labelling with the FDA.  

As stated by the FDA, patients should contact their healthcare professional if they experience new or 
worsening symptoms of cardiovascular disease. Smoking is a major public health issue - it is the leading cause 
of premature death in Canada[i].Smoking is a major risk factor for cardiovascular disease (CVD), which can 
lead to heart attack, stroke and peripheral arterial disease. The health benefits of quitting smoking are 
immediate and substantial.[ii]

Approximately 1.3 billion people worldwide smoke cigarettes[iii]. Each year, an estimated 5.4 million people die 
from smoking related causes[iv].

Medical treatments, including CHANTIX/CHAMPIX, are helpful with assisting smokers motivated to quit.  

Pfizer takes patient safety very seriously. Pfizer works with health agencies worldwide to monitor and review 
all sources of data for CHANTIX/CHAMPIX on a continual basis.  

Smoking in Canada 

In Canada, 18 per cent of the population aged 15 years and older smoke.[v] This year more than 37,000 
Canadians will die due to smoking, making it a major public health issue.[vi] In fact, according to Health 
Canada, close to half of all smokers will die from smoking before they turn 70 years old.[vii]

In health care, tobacco use costs Canada billions of dollars each year. Despite the reduced rate of smoking, 
health care costs have increased steadily since 1966.[viii] In 2002, tobacco use accounted for $17 billion in 
health care costs including $12.5 billion in indirect costs such as lost productivity, longer-term disability and 
premature death.[ix]

HTH-2014-00299 
Page 52



3

Canadian healthcare professionals looking for additional medical information can review the CHAMPIX 
Product Monograph or contact Pfizer medical information at 1 800 463 6001. We encourage any patients with 
questions about whether or not CHAMPIX is right for them to consult with their healthcare provider. 

-30- 

EFFECTIVE JUNE 15, 2011  
Alberta Health and Wellness Drug Benefit List (AHWDBL) 

Effective June 15, 2011, members of Alberta government-sponsored supplementary health plans are eligible to 
receive coverage for Champix® (Varenicline Tartrate). This coverage is a restricted benefit; only those plan 
members who are (1) 18 years of age and older, (2) on a government-sponsored supplementary health plan and
(3) enrolled in an Alberta Health Services tobacco-cessation program (AlbertaQuits Helpline and/or 
AlbertaQuits Groups) will be eligible to receive coverage for Champix®.

Any member of the Alberta government-sponsored supplementary health plans who wish to quit tobacco using
Champix® must show proof of enrolment in an Alberta Health Services tobacco-cessation program in order to 
fill a prescription for Champix®.

In order to get the prescription initially and then get refills at four and at eight weeks, the individual must 
follow the following steps: 

1. The individual will visit his/her physician to receive a prescription for Champix®.
2. In addition to providing the patient with a prescription, the physician will refer the patient to an Alberta 
Health Services tobacco-cessation program. 

3. The patient will enrol in an Alberta Health Services tobacco-cessation program.  
4. The patient will request an intervention form from the tobacco-cessation program.  
5. The patient will present the form to a pharmacist and receive up to a four-week supply of Champix®

medication. (Initially a single starter pack is allowed).  

6. Prior to each prescription fill, renewed on a four-week basis, the patient must request a letter of 
confirmation of continued enrolment from the tobacco-cessation program. 

7. The patient will provide his/her pharmacist with the prescription and the letter of enrolment when having 
the drug refilled and will repeat steps 6 and 7 for continued tobacco-cessation therapy. 

Pharmacists will need to document on the patient’s file that they have confirmed the patient is 
enrolled in a program for future post-claim verification upon request.

______________________________________________________________________  

Three forms have been created to assist health care professionals and patients:  

1. Healthcare Professional Information for Prescribing Champix® (varenicline tartrate) for Subscribers of 
Government-Sponsored Supplementary Health Plans; 

2. Patient Information - Receiving Champix® under your Government-sponsored Supplementary Health Plan; 
and
3. Champix® Intervention Proof-of-Enrolment Form.  
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Form 1 is intended to be used by physicians and provides detailed information on who is eligible for this 
initiative, what tobacco-cessation programs can be utilized and the steps that should be followed by patients. 

Form 2 is meant to be distributed to patients to assist them in following the proper steps to receive their 
medication.  

Form 3 will be distributed by Alberta Health Services tobacco-cessation programs to patients as proof of 
enrolment.  

<> <> <>

_____________________________________________________________________  

Plan members enrolled in a listed Alberta Health Services tobacco-cessation program must provide their 
Alberta Health Services proof-of-enrolment form confirming participation along with their prescription for 
Champix®.

Pharmacists will need to use an intervention code of UF – patient gave adequate explanation, 
prescription filled as written on the direct-bill claim to identify that the plan member has enrolled in a 
cessation program. If plan members are not participating in a listed program, they are not eligible for 
Champix®. As a result, the claim will be rejected, stating CD – patient not entitled to drug claimed.

A quantity limit will be placed on this product; the maximum amount eligible per dispense will be  

14-day supply (25 tablets) for the starter pack (DIN 02298309) or  
28-day supply (56 tablets) for the continuation therapy (either DIN 02291185, 1 mg blister pack of 28 
tablets x 2, or DIN 02291177, 0.5mg bottle up to 112 tablets). 

______________________________________________________________________  

Serious Warnings and Precautions
Some post-marketing reviews report serious neuropsychiatric symptoms in patients being 
treated with Champix® (Varenicline Tartrate). These symptoms include depressed mood, 
agitation, aggression, hostility, changes in behaviour and suicide-related events, including 
ideation, behaviour, attempted suicide and suicide, as well as worsening of pre-existing 
psychiatric disorder. These events have occurred in patients with and without pre-existing 
psychiatric disorders (see also WARNINGS AND PRECAUTIONS, Psychiatric Symptoms).

_____________________________________________________________________
_____________
Chris Smith I Manager, British Columbia -- Government, Patient Access, Health Policy 

Pfizer Canada Inc. 
17300 Trans Canada, Kirkland, Qc, H9J 2M5 I Tel: 778-430-5833 I Fax: 778-430-5844 I Cell: 250-634-0660 

pfizer.ca
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What can we do to stay healthy?
Visit morethanmedication.ca for tips, advice and helpful hints 
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Grieve, Katie HLTH:EX

From: Lun, Eric HLTH:EX
Sent: December-21-10 10:56 AM
To: Fazlagic, Tijana HLTH:EX; Chong, Elaine HLTH:EX; Vetter, Daniel HLTH:EX
Subject: RE: Champix

I think for this, we have flexibility to approach it as we like. If it is easier to review together then we can. So, we could lump 
in the NRT into the TR as Tijana suggested.
Eric Lun, Pharm.D. 
Executive Director, Drug Intelligence 
Pharmaceutical Services Division, BC Ministry of Health Services

From: Fazlagic, Tijana HLTH:EX 
Sent: Tue 21/12/2010 10:50 AM 
To: Chong, Elaine HLTH:EX; Vetter, Daniel HLTH:EX 
Cc: Lun, Eric HLTH:EX 
Subject: RE: Champix

We have a separate submission for NRT which was received recently, so I think that should be included as part
of TR rather than separately.

Tijana Fazlagic , B.Sc.(Pharm), MSc
Director
Formulary Management
Pharmaceutical Services
(250) 952-1475
Tijana.Fazlagic@gov.bc.ca

_____________________________________________
From: Chong, Elaine HLTH:EX 
Sent: Tuesday, December 21, 2010 10:46 AM 
To: Fazlagic, Tijana HLTH:EX; Vetter, Daniel HLTH:EX 
Cc: Lun, Eric HLTH:EX 
Subject: RE: Champix

Tijana and Dan – I thought varenicline was going through as part of the TR, as we don’t actually have a
separate submission for NRT or bupropion?

Eric – Do you agree?

EC

_____________________________________________
From: Fazlagic, Tijana HLTH:EX 
Sent: Tuesday, December 21, 2010 10:05 AM 
To: Chong, Elaine HLTH:EX; Vetter, Daniel HLTH:EX 
Subject: RE: Champix

Hi Elaine,

HTH-2014-00299 
Page 56



2

With regards to this review, main question in my mind is whether we approaching varenicline and NRT as
separate drug submissions or is it all going under the smoking cessation therapeutic review? Depending on
answer to this question, DRRC/DRRT requirements would differ. I was under the impression that we are
approaching it as a therapeutic review, but I could be wrong.

Tijana

Tijana Fazlagic , B.Sc.(Pharm), MSc
Director
Formulary Management
Pharmaceutical Services
(250) 952-1475
Tijana.Fazlagic@gov.bc.ca

_____________________________________________
From: Chong, Elaine HLTH:EX 
Sent: Tuesday, December 21, 2010 9:30 AM 
To: Vetter, Daniel HLTH:EX; Fazlagic, Tijana HLTH:EX 
Subject: RE: Champix

Dan,

Is this going forward with the CADTH therapeutic review, which will also cover bupropion and the NRTs?

What info do you need from me for the DRRTs? Wouldn’t you put this through the usual process? Sorry if I’m
not understanding your request here.

Eric also asked me to put together a survey for the HA – Eric still needs to sign off on this survey template
before it goes out to the HA (see attached email). Would suggest that we use a similar kind of template (as
we’ve done for the other TR) to help gather feedback on our key policy questions. What do you and Tijana
think?

EC << Message: FW: Smoking Cessation Program Template for HA > For Your Review >>

_____________________________________________
From: Vetter, Daniel HLTH:EX 
Sent: Tuesday, December 21, 2010 9:14 AM 
To: Chong, Elaine HLTH:EX 
Subject: Champix

Hi Elaine,

What work needs to be performed by the DRRTs? We have tentatively slated for April DBC and I would like
assign possibly at Jan 10th DRRC Meeting.

FYI – The binder is here in Victoria

Kind Regards,

Dan
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Tijana

_____________________________________________
From: Chong, Elaine HLTH:EX  
Sent: Mon, September 19, 2011 11:33 AM 
To: Fazlagic, Tijana HLTH:EX 
Cc: Zimmerman, Janine HLTH:EX 
Subject: FW: GCPE request - Additional QAs - Prescription drugs 

Tijana,

Can you please edit these FAQs and then Janine can post as urgent on Eric’s SP? We need to get these back to GCPE
ASAP.

EC

_____________________________________________
From: Chong, Elaine HLTH:EX  
Sent: Tue, September 13, 2011 9:47 AM 
To: Fazlagic, Tijana HLTH:EX; Lun, Eric HLTH:EX 
Cc: Zimmerman, Janine HLTH:EX 
Subject: GCPE request - Additional QAs - Prescription drugs 

Tijana and Eric,

Thought I could get to editing these FAQs prior to sending to you, but just have just been putting out fires for the last 24
hours or so. So sorry – haven’t revised these yet.

Can you please revise and approve these FAQs re: the drug review process and safety issues for varenicline and
bupropion? Please see the full questions in the attachment.

EC

_____________________________________________
From: Porter, Rodney GCPE:EX  
Sent: Sun, September 11, 2011 9:06 PM 
To: Chong, Elaine HLTH:EX 
Subject: Additional QAs - Prescription drugs 

Elaine;

I have been asked to include some QAs about the two prescription drugs. Highlighted in the attachment. If you could
review, that would be great. Thanks.

Also, I have included the laser therapy questions which I know came up a while back.
<< File: QA_NRT_RollOut_Sept11_9pm.docx >>

Q. What steps did we take to review the drugs?
The Ministry drug coverage decisions are made through its rigorous drug review process which 
considers clinical evidence, cost-effectiveness, input from clinical experts, patient input, information 
from other jurisdictions, available resources and existing programs and policies.  
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Varenicline and bupropion are already covered in other provinces and territories, such as Alberta, 
Saskatchewan, Ontario, Quebec and Yukon.

Q. How did we decide that the benefits from taking these drugs outweigh the risks?
All decisions are made on best clinical evidence. 
Neither of these drugs are available over the counter so it is necessary for a conversation to happen 
between a patient and doctor who together can determine whether or not these drugs are appropriate. 
The final decision measures safety concerns against clinical evidence that shows the benefit of the drug 
in patients trying to quit smoking 

Q. Will you continue to monitor the safety of these drugs?
Patient safety is always paramount. Varenicline and bupropion may cause neuropsychiatric adverse 
events. Varenicline is may be associated with cardiovascular events.
As with all prescription drugs, we will continue to monitor evidence as it becomes available.  
All patients who use prescription drugs must consult with their doctor first before being prescribed any 
medications. They will be closely monitored by their doctor to ensure that there are no concerns. 
Anyone who experiences any adverse symptoms when taking these drugs, or any drug for that matter, 
should stop taking the drug and consult a doctor immediately. 

Q. Why did you not look at alternative therapies such as laser therapy?
PharmaCare would not cover laser therapy as it is not considered a prescription drug or medical supply.
For government to consider coverage of laser therapy or acupuncture as part of its smoking cessation 
program, additional evidence regarding its efficacy, safety, and cost-effectiveness are required. 
The Ministry is pleased to continue discussions with the laser therapists program should additional 
evidence of efficacy, safety and cost-effectiveness become available, particularly in the Canadian 
context.

Rodney Porter, Communications Manager
Ministry of Health, Province of B.C.
T: 250 952-1644
C:
rodney.porter@gov.bc.ca
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Grieve, Katie HLTH:EX

From: Lun, Eric HLTH:EX
Sent: December-13-10 10:04 PM
To: Chong, Elaine HLTH:EX; Chan, Dennis HLTH:EX; Fazlagic, Tijana HLTH:EX; Mochrie, Paul 

HLTH:EX
Subject: Re: Pfizer Meeting

For varenicline, I had asked Chris to provide an e-copy of the material if he can as it makes it easier for us and 
in fact is now a requirement for submissions to PSD.  
Tijana - based on this, I think we can consider as resub and close the other one off. Perhaps you can contact him 
to thank him for the info and request an e-copy and also let him know that we'll consider the submission as 
resub to kick start the process again.

Eric

Eric Lun, Pharm.D.  
Executive Director, Drug Intelligence  
Pharmaceutical Services Division, BC Ministry of Health Services  

From: Chong, Elaine HLTH:EX  
Sent: Monday, December 13, 2010 04:43 PM 
To: Chan, Dennis HLTH:EX; Lun, Eric HLTH:EX; Fazlagic, Tijana HLTH:EX; Mochrie, Paul HLTH:EX
Subject: Re: Pfizer Meeting  

Dennis,

We should chat about varenicline - how about later this week or next? Now that the 2010 drug listings are 
behind us (soon), perhaps we can put our brains together re: smoking cessation? Feel free to propose a time - I 
would suggest us on this email as well as any others you might want to invite. 

EC

From: Chan, Dennis HLTH:EX
Sent: Monday, December 13, 2010 01:59 PM 
To: Lun, Eric HLTH:EX; Fazlagic, Tijana HLTH:EX; Chong, Elaine HLTH:EX; Mochrie, Paul HLTH:EX
Subject: Pfizer Meeting

Hi Folks,

Chris Smith of Pfizer came in on Friday to discuss a variety of things. I suspect that most of the items he raised
were already discussed in your recent meeting with him and Bob Dawson, but for some reason, he seemed
inclined to touch upon each file again with me.

Here are a few noteworthy points on outstanding submissions:
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1) He dropped off three binders with info on varenicline (Champix) that he felt would respond to Eric’s
request for more info. Sarah will be dropping these off for each of you. Chris wants to set up a 2 3 hr meeting
in January with us all to discuss Champix with him and several of his colleagues that would fly in for what he
calls a “deep dive” to learn what BC needs before Champix can be listed

Please advise if this meeting is of interest or if you’d prefer a different response.

If you anyone has any questions on the above, please do let me know.

Thanks,

Dennis
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Grieve, Katie HLTH:EX

From: Weston, Megan D HLTH:EX
Sent: July-19-11 10:02 AM
To: Chong, Elaine HLTH:EX; Galbraith, Susan HLTH:EX; Fazlagic, Tijana HLTH:EX; Hardy, 

Jillian HLTH:EX; Margawang, Edmond HLTH:EX
Cc: Arenson, Darlene H HLTH:EX; Capelli, John HLTH:EX; Abbott, Greg W HLTH:EX
Subject: RE: Setting Quantity Limits on Smoking Cessation Claims

Bupropion at usual dose (150mg daily for 3 days, then 150mg twice daily) is 165 tablets for 12 weeks (or 171 for 12
weeks plus 3 days depending on how the prescriber writes the script and how we feel about it)

Varenicline 0.5mg dose: (0.5mg daily for 3 days, then 0.5mg twice daily) is 165 tablets for 12 weeks (or 171 for 12 weeks
plus 3 days depending on how the prescriber writes the script and how we feel about it) (DIN: 2291177)

Varenicline 1mg dose: (0.5mg daily for 3 days, then 0.5mg twice daily for 4 days, then 1mg twice daily for 11 more
weeks)

This one might get complicated. The starter pack (DIN 2298309) is a two week supply containing both 0.5mg and 1mg
tablets and has a quantity of 25 (11 x 0.5mg tabs + 14 x 1mg tabs). The 1mg compliance pack (DIN 2291185) is a 2 week
supply also, 5 packs to be dispensed for the remainder of the course (140 tablets).
The 0.5mg tablets are available in a stock bottle or within the starter pack. A pharmacy may decide to only stock the
bottle rather than the starter pack. If we set a limit on the 1mg tablets to be 140, then when the stock bottle is used for
the 0.5mg tablets (11 tabs dispensed), 154 of the 1mg tablets will be needed. This scenario may rarely happen because
this would mean breaking a 2 week compliance pack to dispense 11 weeks of the 1mg tablets, so it might be moot, but I
wanted it brought up.

NRT: patches are easy as long as the dose is regular = 84 patches

Gum: TBD as I have a meeting right this minute.

See you in an hour

Megan Weston

Pharmacist Consultant
Special Authorizations
Pharmaceutical Services, Drug Intelligence
Ministry of Health 

2-2, 1515 Blanshard St
Victoria BC V8W 3C8

Phone: 250 952-2883
Fax: 250 952 1066

From: Chong, Elaine HLTH:EX  
Sent: Tuesday, July 19, 2011 8:28 AM 
To: Weston, Megan D HLTH:EX; Galbraith, Susan HLTH:EX; Fazlagic, Tijana HLTH:EX; Hardy, Jillian HLTH:EX; 
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Margawang, Edmond HLTH:EX 
Cc: Arenson, Darlene H HLTH:EX; Capelli, John HLTH:EX; Abbott, Greg W HLTH:EX 
Subject: RE: Setting Quantity Limits on Smoking Cessation Claims 

Hi all,

Hoping we can discuss this later today at our 11am meeting.

Thanks,
EC

From: Chong, Elaine HLTH:EX  
Sent: Fri, July 15, 2011 11:40 AM 
To: Arenson, Darlene H HLTH:EX; Weston, Megan D HLTH:EX; Galbraith, Susan HLTH:EX 
Cc: Fazlagic, Tijana HLTH:EX; Hardy, Jillian HLTH:EX; Margawang, Edmond HLTH:EX 
Subject: FW: Setting Quantity Limits on Smoking Cessation Claims 

All,

With the prescription drugs, is there a set dose with no dose creep? If so, would one of you please calculate the quantity
limit? Should we set this?

With the NRTs, we can also set a quantity limit ... should we?

EC

From: Dean Billings [mailto:Dean.Billings@maximusbc.ca]
Sent: Friday, July 15, 2011 10:40 AM 
To: Chong, Elaine HLTH:EX; Abbott, Greg W HLTH:EX; Capelli, John HLTH:EX 
Subject: RE: Setting Quantity Limits on Smoking Cessation Claims 

Hi there, 

Yes, a quantity limit can be set for each DIN.

Dean Billings
Business Systems Analyst\Project Manager | Health Insurance BC | MAXIMUS Canada | Mobile: (250) 884-9591
dean.billings@maximusbc.ca
This email and any file attachments are confidential  If you are not the intended recipient, you must not use, retain, disclose, copy, print, forward or disseminate this email or 
any attachments  If you have received this email in error, please notify us by return email immediately and delete this email and its attachments

From: Chong, Elaine HLTH:EX [mailto:Elaine.Chong@gov.bc.ca]
Sent: July 15, 2011 10:04 AM 
To: Abbott, Greg W HLTH:EX; Dean Billings; Capelli, John HLTH:EX 
Subject: RE: Setting Quantity Limits on Smoking Cessation Claims

Thanks for this idea Greg – I think we had explored before, but it wasn’t possible. Perhaps worth looking at again as this would make
a lot of things easier.

EC

_____________________________________________
From: Abbott, Greg W HLTH:EX  
Sent: Fri, July 15, 2011 10:02 AM 
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To: 'Dean Billings'; Chong, Elaine HLTH:EX; Capelli, John HLTH:EX 
Subject: Setting Quantity Limits on Smoking Cessation Claims

If Dean can confirm that we can use the QTY_LIMIT field in the PharmaNet DRUGPRICE table to provide an upper limit on the
amount of drug that should be dispensed at any one time to an individual, we can discuss applying that functionality as a control
over smoking cessation claims. Since we are going with products with an indication specific to smoking cessation, we could set
quantity limits that allow for the expected maximum dosage for that indication but do not permit quantities in excess of it.

Greg Abbott, Senior Policy Analyst - Policy, Outcomes, Evaluation and Research
Pharmaceutical Services, Ministry of Health Phone: (250) 952-2789 Fax: (250) 952-2790
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Grieve, Katie HLTH:EX

From: Capelli, John HLTH:EX
Sent: July-29-11 10:05 AM
To: Chong, Elaine HLTH:EX; Fazlagic, Tijana HLTH:EX
Cc: Gobis Ogle, Barbara HLTH:EX
Subject: RE: Smoking cessation - varenicline and bupropion in Ontario

Hi Elaine,

John Capelli

Manager, Policy
Policy, Outcomes Evaluation & Research 
Pharmaceutical Services 
B.C. Ministry of Health  
Phone: (250) 952-1708

_____________________________________________
From: Chong, Elaine HLTH:EX  
Sent: Friday, July 29, 2011 9:23 AM 
To: Capelli, John HLTH:EX; Fazlagic, Tijana HLTH:EX 
Cc: Gobis Ogle, Barbara HLTH:EX 
Subject: Smoking cessation - varenicline and bupropion in Ontario 

Hi John and Tijana,

Hope your Friday is going well. As I mentioned, Ontario will be covering varenicline and bupropion in Ontario, as of Aug
4. Ontario will not be covering NRTs.

I also heard that Ontario pharmacists may have an expanded scope of practice to include “prescribing” of varenicline
and bupropion (expanded scope will likely happen in the fall). Could you please try to find out more details? Do you
think this will be possible for BC (maybe not immediately for Sept 30, but as part of Phase 2)?

EC
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Grieve, Katie HLTH:EX

From: Hardy, Jillian HLTH:EX
Sent: September-23-11 12:29 PM
To: Fazlagic, Tijana HLTH:EX
Subject: Smoking Cessation BN, Manufacturer Letters & DBR
Attachments: Smoking Cessation. 897551.BN.docx; 2481_Nicorette and Nicoderm (nicotine 

replacement therapy). ltr.docx; 1650 Champix (varenicline). ltr.docx; 2481.NICORETTE 
and NICODERM (nicotine replacement therapy).DBR.docx

Hi Tijana,

I have attached the smoking cessation DBN, manufacturer letters and DBR for your review. It seemed like a lot of
information was needed for the DBN and it is longer than 2 pages, however I though you could delete some of the
information that you didn’t think was necessary.

As both Sherrill and Katie are away, I was not able to assign a CLIFF number to the varenicline manufacturer letter – I
will do so on Monday and also confirm the contacts from Pfizer and McNeil.

The attached documents are also saved in the usual place on the LAN.

Thanks,
Jill

Jillian Hardy
Pharmacist Consultant, Formulary Management
Pharmaceutical Services Division
British Columbia Ministry of Health
(250) 952 1840
Jillian.Hardy@gov.bc.ca
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Grieve, Katie HLTH:EX

From: Phillips, Vivienne HLTH:EX
Sent: March-25-11 2:33 PM
To: Fazlagic, Tijana HLTH:EX
Cc: Vetter, Daniel HLTH:EX; Hardy, Jillian HLTH:EX; Margawang, Edmond HLTH:EX; Hodges-

Whittaker, Diane HLTH:EX
Subject: Updated  - Manufacturer Reports for Smoking Cessation
Attachments: Manufacturer Comments Clinical Practice Reports Pfizer.pdf; Manufacturer Comments 

Clinical Practice Report Valeant Canada.pdf

Hi Tijana,

I have now pfd’d the reports and these are the reports to be used for DBC.

Thank you,

Viv

From: Phillips, Vivienne HLTH:EX  
Sent: Friday, March 25, 2011 2:11 PM 
To: Fazlagic, Tijana HLTH:EX 
Cc: Vetter, Daniel HLTH:EX; Hardy, Jillian HLTH:EX; Margawang, Edmond HLTH:EX; Hodges-Whittaker, Diane HLTH:EX 
Subject: RE: Manufacturer Reports for Smoking Cessation 

Hi Tijana,

Your welcome!

Yes, that is where I have saved the Manufacturer Reports Drugs CDR/ Smoking Cessation folder.
Cheers,

Viv

From: Fazlagic, Tijana HLTH:EX  
Sent: Friday, March 25, 2011 2:07 PM 
To: Phillips, Vivienne HLTH:EX 
Cc: Vetter, Daniel HLTH:EX; Hardy, Jillian HLTH:EX; Margawang, Edmond HLTH:EX; Hodges-Whittaker, Diane HLTH:EX 
Subject: FW: Manufacturer Reports for Smoking Cessation 

Hi Viv,

Thanks for forwarding these to me.

Are these documents saved in Drugs CDR/ Smoking Cessation folder?

Jill,
Please make sure a copy is included in the DBC folder and it shows up in the list of documents on the agenda.

Thank you,
Tijana
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Tijana Fazlagic , B.Sc.(Pharm), MSc
Director
Formulary Management
Pharmaceutical Services
(250) 952-1475
Tijana.Fazlagic@gov.bc.ca

From: Phillips, Vivienne HLTH:EX  
Sent: Friday, March 25, 2011 1:42 PM 
To: Fazlagic, Tijana HLTH:EX 
Subject: Manufacturer Reports for Smoking Cessation 

Hi Tijana,

As promised the Manufacturer Reports for Smoking Cessation.

Cheers,

Viv
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