As a #pharmacist, I am wondering
how can we optimize
#interdisciplinary_communication?

Basic Principles of
Interdisciplinary Collaboration

Patient
=
Priority

Establish
rapport and
mutual respect

Ref. Guide pratique d’élaboration d’une activité de développement interprofessionnel continu.
FMOQ 2013. https://www.asu.edu/courses/ipe000/fm4-pcm5/story.html. Access date May18,2018.

Encourage
communication
and quickly
address conflicts

Preferred Methods of Communication
for Collaborative Practice
Family physician

Community pharmacist

Face to face
Phone
Fax
Paper correspondence
0

20

40

% agreement

Kelly DV et al. Can Pharm J (Ott). 2013 Jul; 146(4): 218–226.

60

80

100

Be trustworthy...


Reach out to clarify
any uncertainty



Speak openly about
mistakes

Ref. Guide pratique d’élaboration d’une activité de développement interprofessionnel continu. FMOQ
2013. https://www.asu.edu/courses/ipe000/fm4-pcm5/story.html
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Standardized Approach is Useful

S
B
A
R

Situation
Briefly describe the current situation.
Give a clear, succinct overview of pertinent issues.
Background
Briefly state the pertinent history.
What got us to this point?
Assessment
Summarize the facts and give your best assessment.
What is going on? Use your best judgment.
Recommendation
What actions are you asking for?
What do you want to happen next?

Berger M. Pharmacy Times, September 02, 2015

Best Practice:
Clinical Communication


Situation: Mrs C. is complaining of a productive cough with discoloured phlegm over
the past 2 days with a low grade fever.



Background: She had an episode of bronchitis 4 months ago and currently treated
with an anti-TNF. She is unable to see her family doctor for a couple of days and her
biologic dose is due today.



Assessment: She indicated to me that her IBD is stable with no recent flares over
the past 6 months.



Recommendation: I suggest she postpones the next dose
of her biologic drug until assessment with her family physician.



Do you agree with this plan of action?

IBD, inflammatory bowel disease; TNF, tumour necrosis factor

Best Practice:
Written Communication
FAX from Maple Pharmacy
Carolyn Whiskin, pharmacist

Date: June 3, 2018

RE.: Ms. C presenting with signs of upper respiratory tract infection
Situation:
productive cough with discoloured phlegm over the past 2 days with a low grade fever.
Background:
Bronchitis 4 months ago; currently treated with an anti-TNF
Unable to see her family doctor for a couple of days and biologic dose is due today.
Suggestion: hold biologic dose until family MD assessment
Physician Reply:
I am in agreement with suggestion
Instead of current suggestion I am requesting the following:
_______________________________________________
MD Signature and Date

Agreeable Communication
Come to an agreement:
 HOW communication should be delivered
 WHEN is a good time to exchange
 Each physician's office is unique

Ref. Guide pratique d’élaboration d’une activité de développement interprofessionnel continu. FMOQ
2013. https://www.asu.edu/courses/ipe000/fm4-pcm5/story.html
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Methotrexate sodium 25 mg/mL Inj. vial WITH
preservative x 2 mL vials. Deliver 4 vials
Repeat x 1
Practical Tip:

Use the prescription as a
communication tool

0.6 mL once a week x 3 months for subcutaneous
injection.
o Interaction MTX and NSAIDs has been taken into
consideration
o Liver and kidney function are monitored on a
regular basis
NOTES FOR ONGOING CLINICAL
MANAGEMENT:
If antibiotics or antivirals are required, advise
patient to hold MTX until infection is cleared.
If LIVE vaccines are required, hold MTX for 3 halflives prior to and 2-4 weeks following vaccination.

MTX, methotrexate; NSAID, non-steroidal anti-inflammatory drug

I have just been started on a
#biosimilar and I wonder how
this is different from the brand
name #biologic my brother is on?

What Is a Biosimilar?


Drug demonstrated to be highly similar to a biologic
drug that was already authorized for sale



Previously known in Canada as Subsequent Entry
Biologics (SEBs)

Health Products and Food Branch, Health Canada; Fact Sheet Biosimilars: Revised August 3, 2017.

Criteria for Biosimilar Approval
in Canada
Non-Clinical

Clinical



Composition and stability



Pharmacokinetics



In vitro bioactivity



Safety



Animal pharmacokinetics
and pharmacodynamics



Efficacy

Only non-clinical is required
for generic approval

Must be conducted
in ≥1 indication
Non-clinical and clinical required
for biosimilar approval

Generics Are Chemically Synthesized


Small molecular structures made by combining
specific chemical “ingredients”



Following the same “recipe” yields a product with
exact same active ingredient

Health Products and Food Branch, Health Canada; Fact Sheet Biosimilars: Revised August 3, 2017.

Biologics/Biosimilars Are Grown
Biologics are grown from living organisms
Protein is
harvested
and purified

Genetic
blueprint

Reprogrammed
cells make protein,
reproduce
in large numbers

Biologic
medicine

Biosimilars Are Not Identical
For biologics, proving molecular “sameness” is not possible:

Initial Use of Biosimilars
Early studies
Comparable data
for efficacy
and safety

Longer term
data
Becoming
available

Bottom line

The products are
NOT identical, but
current data supports
decision of many payers
to recommend
biosimilars
first-line

Be conscious
of the
nocebo effect

Apparently, immunogenicity
is a big deal with #biologics.
Can you tell me more?

Once in the Body, Immunogenicity
Can Be Induced by the Type of Biologic
Biologics are exogenous proteins

Murine

Chimeric

Hyperchimeric

Human

Can induce an immune response
and produce anti-drug antibodies (ADAs)

Individual Response to ADAs May Vary
and Affect Efficacy…
Each biologic can stimulate differential immunogenicity profiles in
patients that can vary in type and severity
No effect

Reduced biologic
activity
Formation of
immune complexes

Poor
Pharmacokinetics

…and Safety
Each biologic can stimulate differential immunogenicity profiles in
patients that can vary in type and severity

No effect1

Type-I
hypersensitivity
(acute)1

Type-III
hypersensitivity
(non-acute)1

Injection-site
or infusion
reaction2-4

1. Shankar G et al. APPS J. 2014;16:658–673; 2. US FDA Guidance for Industry: Immunogenicity assessment for therapeutic protein products. August 2014.
Available at: http://www.fda.gov/downloads/drugs/guidancecomplianceregulatoryinformation/guidances/ucm338856.pdf;
3. Schellekens H, Clin Ther. 2002;24:1720-1736; 4. Schellekens H, Nature Rev. 2002;1:457-462.

The Pharmacist Could Contribute More
Effectively When the Treatment Plan Is Shared
Adalimumab & Anti-Adalimumab Dosage
Analysis
Adalimumab

Specimen

Result

Serum

<=0.024

Reference value

Unit

Status

µg/mL

Negative

Note:

Adalimumab therapy is indicated for a number of inflammatory diseases like
rheumatoid arthritis (RA) and IBD including Crohn’s disease (CD) and Ulcerative
Colitis (UC)

Method:

Interpretation:
Negative: ≤ 0.024 µg/mL
Positive: > 0.024 µg/mL

Anti-Adalimumab
Method:

Serum

1014.49

Interpretation:
Negative: ≤ 10 AU/mL
Positive: > 10 AU/mL

AU/mL

Positive

Key Clinical Considerations for
Immunogenicity
Difficult
to predict

Management
on case-by-case
basis

Potential
effects on
efficacy
and safety

I was wondering why some
#biosimilars are authorized
to treat fewer medical conditions
than the originator biologic drug.
Any explanation?

Indication Extrapolation
Reference product has been approved for Indications A, B, C and D

1

2

Comparative CMC/quality,
safety and efficacy studies
of a subsequent entry
biologic in a single disease
or specific patient
population (Indication A)

Approval in
Indication A

3
Extrapolation to other diseases or patient
populations in which studies not conducted?

Indication B
CMC, chemistry, manhfacturing and controls

Indication C

Indication D

No Consensus Across Regulatory Agencies on How to
Extrapolate Data Across Certain Indications
CT-P13 Infliximab Indications by Type of Approval
S. Korea
2012

EU
2013

Canada
2014

USA
2016

Rheumatoid Arthritis (RA)

CT*

CT*

CT*

CT*

Ankylosing Spondylitis (AS)

CT**

CT**

CT**

CT**

Psoriatic Arthritis (PsA)

EXT

EXT

EXT

EXT

Psoriasis (PsO)

EXT

EXT

EXT

EXT

Crohn’s Disease (CD)

EXT

EXT

Not approved

EXT

EXT

EXT

in 2014
(approved in 2016)

EXT

Not approved†

EXT

Not approved

Not approved

Indication

Pediatric CD
Ulcerative Colitis (UC)
Pediatric UC

Not approved

in 2014
(approved in 2016)

Not approved
in 2014

Not approved

EU, European Union; CT, Approved with a complete data package including a single clinical trial;
EXT, Extrapolated indication without a phase III* or I* clinical trial; USA, United States of America.
†Not approved in South Korea owing to post-marketing requirements of the originator, which provide de facto data exclusivity.

EXT
EXT

Indications of Originator Biologics
and Biosimilars in Canada
Brand Name
(Molecule Name)

Company

Approved Indications
RA

PsA

AS

PsO

CD

UC

JIA

Ped
CD

Ped
PsO

Ped
UC

Remicade
(infliximab)

Janssen

✓

✓

✓

✓

✓

✓

✗

✓

✗

✓

Renflexis
(infliximab)

Merck

✓

✓

✓

✓

✓

✓

✗

✓

✗

✓

Inflectra
(infliximab)

Pfizer

✓

✓

✓

✓

✓

✓

✗

✗

✗

✗

Enbrel
(etanercept)

Amgen

✓

✓

✓

✓

✗

✗

✓

✗

✓

✗

Brenzys
(etanercept)

Merck

✓

✗

✓

✗

✗

✗

✗

✗

✗

✗

Erelzi
(etanercept)

Sandoz

✓

✗

✓

✗

✗

✗

✓

✗

✗

✗

JIA, juvenile idiopathic arthritis
Etanercept product monograph. Amgen Canada Inc. September 2017. Etanercept product monograph. Merck Canada Inc. August 2017. Etanercept product monograph.
Sandoz Canada Inc. April 2017. Infliximab product monograph. Janssen Inc. March 2018. Infliximab product monograph. Pfizer Canada Inc. November 2017.

Varying Immunogenicity Rates for the Same Biologic
Across Indications Create More Questions for Extrapolation
Infliximab Pivotal Clinical Trials per Indication
Rheumatoid arthritis (ATTRACT)
Psoriatic arthritis (IMPACT 2)
Ankylosing spondylitis (ASSERT)

Anti-drug Antibody Incidence
8%–13%
15%
18%–29%

Crohn’s disease (ACCENT 1)

7%–10%

Ulcerative colitis (ACT 1 and 2)

3%–10%

Psoriasis (EXPRESS)

27%

My condition is well controlled.
What are the implications
of switching to a #biosimilar?

Switching Trials: Gray Areas
Variable
discontinuation
rates:


16.5% in DANBIO



24% in Dutch trial



26-30% experienced
disease flare in
NOR-SWITCH

CI, confidence interval
Fleischmann R. Arthritis Rheum 2018; 70(3):323-5.

Wide
confidence
interval:

Pooling
of diseases:


6 different diseases
pooled in
NOR-SWITCH



CI for NOR-SWITCH
set at –15 for noninferiority



Failed to show noninferiority in 5
diseases states: CD,
UC, RA, PsA or PsO
in NOR-SWITCH

Discontinuation Rates
After Switching Vary
Continuers

Switchers

Discontinuation (%)

Infliximab, Rheumatology,
Multiple Cohort Studies

100
80

Infliximab,
IBD,
Multiple
Cohort
Studies

81.1

Etanercept, Rheumatology,
Multiple Cohort Studies

60
40

25.8

28.7

37.9

20
0

32
13.2

Razanskaite et al Yazici et al (Turkey,
(UK)
9 Months)

16.5

Glintborg et al
(Denmark,
DANBIO, 1 Year)

18
7.7

9.7

Glintborg et al. Tweehuysen et al.
(Denmark, 1 Year) (Netherlands, 6
months)

Only studies with at least 100 patients and 3 months follow up are included
UK, United Kingdom
1. Glintborg B, et al. Ann Rheum Dis 2017;76:1426–3; 2. Tweehuysen L, et al. Arthritis Rheumatol 2017; [Epub ahead of print]; 3. Phillips K, et al. EULAR 2017 Abstract
SAT0172; 4. Egeberg A, et al. Br J Dermatol 2017;[Epub ahead of print]; 5. Razanskaite V, et al. J Crohn’s Colitis 2017;11:690–96.

A Dilemma: Switching Among
Multiple Biosimilars
A biological product may not be evaluated against more than ONE reference product.

Will transitivity be applied in practice?
If A = B and A = C, does B = C follow?
Biosimilar “B”

Reference Product “A”

B

A
Comparability studies are
performed between a
biosimilar and its reference
product “A”.

C

Two separate
biosimilars have NOT
been compared
between themselves.

Biosimilar “C”, “D”, …

Thus, switching between biosimilars is not desirable
Biologics Price Competition and Innovation Act of 2010.
WHO 56th Consultation on International Nonproprietary Names for Pharmaceutical Substances; Executive Summary Geneva, 15‐17 April 2013.

Considerations in the New World
Reference
product

One
Biosimilar

Two
Biosimilars

Four
Biosimilars

Biopharma® Biosimilars/Biobetters Pipeline Database. Available at: http://www.biosimilarspipeline.com/. Dörner T and Kay J. Biosimilars in rheumatology:
Current perspectives and lessons learnt. Nat Rev Rheumatol. Published online ahead of print August 18, 2015. doi: 10.10138/nrrheum.2015.110.

Other Considerations for Pharmacists


Naming Convention



Increased Inventory



Quality Control at Dispensing



Clarity in Communications
among HCPs



Insurance and Claims
management

HCP, health care professional
Biopharma® Biosimilars/Biobetters Pipeline Database. Available at: http://www.biosimilarspipeline.com/. Dörner T and Kay J. Biosimilars in rheumatology:
Current perspectives and lessons learnt. Nat Rev Rheumatol. Published online ahead of print August 18, 2015. doi: 10.10138/nrrheum.2015.110.
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Position of Selected Societies
ACR, EULAR, ASCO, ESMO, CRA and the Crohn’s and
Colitis Foundation of America agree that:


Prescribing physicians should decide which product should
be prescribed



Automatic substitution should be avoided for biosimilars



Patients should not be switched for non-medical reasons

ACR, American College of Rheumatologiy; ASCO, American Society of Clinical Oncology; CRA, Canadian Rheumatology Association; EULAR, European League Against Rheumatism
1. American College of Rheumatology Position Statement, Committee on Rheumatologic Care 2015; 2. ASCO http://www.asco.org/sites/www.asco.org/files/2013_biosilimars_0.pdf2;
3. Crohn’s and Colitis Foundation of America Position Statement: Biosimilar Legislation Nov 2014; 4. NHS England, Medical Directorate;
Pub 03923; Sept. 2015; 4. ECCO Position Statement; Journal of Crohn's and Colitis, 2016, 1–9; 4. Tabernero J, Vyas M, Giuliani R, et al. ESMO Open
2016;1:e000142.doi:10.1136/esmoopen-2016-000142; 5. Smolen JS, et al. Ann Rheum Dis 2017;0:1–18.

Is there a risk to making a switch?

Canadian Rheumatology Association Position Statement 2017…

“Administrative switch interchangeability for
patients on established therapy is not
supported at the present time.”
“Substitutions from one biologic to another
including a biosimilar or an innovator molecule,
by someone other than the treating physician,
must be avoided”.

Canadian Rheumatology Association Position Statement on Biosimilars and Innovator Molecules (Biological disease modifying anti-rheumatic
drugs (DMARDs)). May 2017. https://rheum.ca/images/documents/Canadian_Position_Paper_on_Biosimilars_.pdf

Can switch studies of infliximab be
extrapolated to etanercept?
Expert Opinion:
 “Results cannot be generalized to other biologics and their
biosimilars or to frequent switching back-and-forth
between bio-originator and biosimilar.”
 “For each new biosimilar and application device, an RCT
should be conducted to evaluate safety and continued
efficacy after switching from the bio-originator or to
another biosimilar. “
 “However, once sufficient experience has been gained,
additional switching studies may no longer be necessary.”
RCT, randomized controlled trial
Kay J, Winthrop KL. Nature Reviews Rheumatology 13, 391–392 (2017)DOIdoi:10.1038/nrrheum.2017.79; Kay J et al. Ann Rheum Diseases 2018;77:165-174.

Non-Medical Switching: Summary
Trials
established
similar efficacy
and safety to
originators

Discontinuation
rates after
switching
vary widely

However,
many caveats
regarding RCTs
assessing effects
of switching for
non-medical
reasons

Full effect
of switching
remains
uncertain

Further
studies needed

I was filling my prescriptions in another
store. The clerk told me that I had
to switch my #biologic for a generic
and that I had nothing to fear.
Do I have a choice? I don’t feel equipped
to make this decision.

Ensuring Informed Choice

Ensuring Informed Choice



Not identical but highly similar



Made from a different cell line



Studied against the original biologic for at least one of the diseases approved for the
original biologic where it was shown to be as effective and safe



Produced at a lower cost



Equal chance of working well when initiating a new biologic



Once established on a biologic, switching to a biosimilar could result in a response that is
the same, better or worse than before. Each individual responds differently.

Biosimilars: Key Information
for Pharmacists


Summarize the evidence for patients
– Data availability, extrapolation, extent of experience



Potential for immunogenicity reaction may vary between
originator and biosimilars over time



Encourage patient reporting of unusual occurrence of a disease
flare or new side effects



Check insurance status: can the patient go back to the original Rx
if needed?



Inform patient that two biosimilars are NOT interchangeable and
the patient should know which one he/she is using

Is each individual lot
of a #biologic a #biosimilar
of itself?

Amount of “Drift” Varies Among
Originator Biologics
Low variability
with adalimumab

High variability
with etanercept

60
40

2013

2012

2011

2010

2009

2008

2007

2006

2005

2004

2003

0

2002

20

Year of drug substance manufacture
Bars = mean ± SD of the quality attribute (ie sum of lysines).
n = 525 total batches (13, 38, 50, 44, 54, 40, 37, 34, 24, 34, 57,
52, 48, respectively).

Basic variants (rel. area %)

80

2001

Sum of lysine variants

100
60
50
40
30
20
10
0

2009

2010

2011

Year of drug substance manufacture
Relative amounts of basic variants of the pre-change
(n = 6) and the post-change (n = 6) batches, measured
by cation exchange chromatography (CEX)

SD, standard deviation
Schiestl M, et al. Nat Biotechnol 2011;29:310–12; Tebbey, PW, et al. mAbs 2015;7:805–11. DOI: 10.1080/19420862.2015.1073429.

Originator Biologics Are Not
Biosimilars of Themselves


Without a new prescription, patients cannot go from:
– Biologic to biosimilar
Or
– Biosimilar to biosimilar
Or
– Biosimilar to biologic



Current data suggest that once started patients should stay
on current product except for medical switches

Dörner T, Kay J. Nat Rev Rheumatol 2015; 11(12):713-24; Rader RA. Biosimilars/Biobetters Pipeline Database. Available at: http://www.biosimilarspipeline.com.

What vaccines should patients
on #biologics receive?

Vaccination

Inactivated

Live/attenuated

vaccines are
recommended

vaccines are not
recommended during
biologic therapy*

*Except for the live herpes zoster vaccine, which under certain circumstances can be administered even if the patient is taking an anti-TNF.
Adapted from: Bornstein C et al. Can Pharm J (Ott) 2014; 147(2):97-109; National Advisory Committee on Immunization (NACI). An Advisory Committee Statement (ACS): Update
on the Use of Herpes Zoster Vaccine. Ottawa, ON: Public Health Agency of Canada; 2014; Public Health Agency of Canada. Canadian Immunization Guide: Part 4 – Active Vaccines.
Available at: https://www.canada.ca/en/public-health/services/publications/healthy-living/canadian-immunization-guide-part-4-active-vaccines.html

Adult Vaccines
Attenuated
live vaccines







Measles-mumps-rubella
Herpes zoster
Varicella
Live attenuated influenza nasal
Yellow fever
Oral typhoid
If live vaccines required, patients must
have stopped immunosuppressive
therapy before vaccination. Length
of discontinuation to be decided on
a case-by-base basis

Inactivated
vaccines












Pneumococcal
Herpes zoster
HPV
Influenza intramuscular
Tetanus-diphtheria-pertussis
Hepatitis A/B
Meningococcal
Td/cholera
Rabies
Polio
Japanese encephalitis

HPV, human papilloma virus; Td, Tetanus and diptheria.
Adapted from: Public Health Agency of Canada. Canadian Immunization Guide: Part 1 – Key Immunization Information.
Available at: https://www.canada.ca/en/public-health/services/publications/healthy-living/canadian-immunization-guide-part-1-key-immunization-information.html.
Reich J et al. Gastroenterol Hepatol (N Y) 2016; 12(9):540-6.

Impact of Biologics on
Immunogenicity of Vaccinations

Patients with positive
immune response (%)

Patients with positive
immune response (%)

Seroconversion following vaccination against H1N1 influenza
Patients 18-60 years

80

Remember: prednisone
can also affect vaccine
efficacy!

60
40
20
0

RA on MTX

RA on anti-TNF
mono

RA on anti-TNF +
MTX

RA on abatacept

RA on rituximab

SpA anti-TNF mono SpA anti-TNF + MTX

SpA on
MSADs/analgesics

RA
antiRA
on on
anti-TNF
mono
TNF mono

RA
on antiRA
on anti-TNF
+
MTX
TNF + MTX

on
RA onRA
abatacept

RA
on
RA on
rituximab

antiSpA antiSpA SpA
anti-TNF
mono SpA anti-TNF
+ MTX

SpA
SpA onon
MSADs/analgesics
NSAIDs/

80

Patients >60 years

60
40
20
0

RA
MTX
RA on
on MTX

abatacept

rituximab

Treatment groups

TNF mono

TNF + MTX

analgesics

Note: dashed line indicates seroconversion levels in healthy individuals when sufficient protection against infection is assumed; SpA, spondyloarthritis
Kapetanovic MC et al. Arthritis Res Ther. 2014 Jan 2;16(1):R2.

MTX and Flu Vaccine
In an RCT of RA inpatients,
holding MTX for 2 weeks
after the flu vaccine:


Increased antibody titres



Increased RA flare rate by 5/100 (5%)



Reduced flu cases by 1/100 (1%)

MTX, methotrexate; RA, rheumatoid arthritis; RCT, randomzied controlled trial.
Park JK et al. ACR 2017. Abstract 827.

Does vaccination lead to exacerbation of
existing autoimmune inflammatory disease?


Risk of flare caused by infection often greater than that risk
associated with vaccine



Case reports led to belief among some clinicians that
vaccination might trigger flare of disease, but literature
suggests inactivated vaccines do not increase disease activity
Disease activity before vs. after vaccination
Vaccine

RA

JIA

SLE

IBD

Hepatitis B

=

=

=

Not studied

Pneumoccocal vaccine

=

Not studied

=

Not studied

Influenza

=

Not studied

=

=

Note: dashed line indicates seroconversion levels in healthy individuals when sufficient protection against infection is assumed.
SLE, systemic lupus erythematosus
Rahier JF et al. Rheumatology (Oxford). 2010 Oct;49(10):1815-27.; Tanrıöver MD et al. Eur J Rheumatol. 2016 Mar; 3(1): 29–35.

Vaccination: Basic Principles


Begin immunization ASAP



Annual flu shot with INACTIVATED
IM vaccine recommendation



If live vaccines required, discuss length
of time required for discontinuation
of immuno-suppressive therapy



Encourage patients to keep vaccination
record up to date



Periodically review vaccination status



Ask about travel plans and additional
vaccines that could be required

ASAP, as soon as possible; IM, intramuscular
Adapted from: Bornstein C et al. Can Pharm J (Ott) 2014; 147(2):97-109; Friedman M, Winthrop KL. Rheum Dis Clin N Am 2017; 43(1):1-13;
Reich J et al. Gastroenterol Hepatol (N Y) 2016; 12(9):540-6; Expert opinion.

Can the new Herpes zoster
vaccine (#Shingrix) be used
in patients on #biologics?

Recommendations for New Herpes
Zoster Vaccine
CDC
Vaccination is recommended
for people aged 50 years of
age and older
 2-dose series: 2nd dose
2-6 months after 1st dose
 Local pain has been reported


– Ensure good information
to patients beforehand
to avoid non-adherence (grade 3
side effects)

PIQ


Vaccination is
recommended for people
aged 50 years of age
and older who are receiving
immunosuppressive agents
as part of remission therapy
or taking biological agents

CDC, Center for Disease Control; PIQ, Protocol d’immunisation du Québec.
Adapted from: Ministère de la Santé et des Services sociaux. Protocol d’immunisation du Québec, Édition mai 2013, Liste des mises à jour de novembre 2017.
Available at: http://publications.msss.gouv.qc.ca/msss/document-000105/; https://www.cdc.gov/vaccines/vpd/shingles/hcp/shingrix/recommendations.html.

New Herpes Zoster Vaccine
Overview


Non-live adjuvanted glycoprotein
herpes zoster vaccine



Can be given at the same time as
non-adjuvanted influenza vaccine

Use with Biologics


No significant studies completed
in immunosuppressed
population



Benefits outweigh theoretical
concerns about risk of disease
flare associated with vaccine use

Shingrix (Herpes Zoster Vaccine, Non-Live Recombinant AS01B Adjuvanted) Product Monograph. Mississauga, ON: GlaxoSmithKline Inc.; 2017; Expert opinion.

Can patients with an active
infection stay on their #biologic?

Sick Patients: Red Flags


Biologics should not be administered
during serious active infection



Red flags for serious active infections:
– Fever and chills
– Productive cough with non-clear
sputum
– Coughing up blood
– Infected wound

Adapted from: McLean et al. Expert Rev Gastroenterol Hepatol 2014; adalimumab product monograph. AbbVie Corporation. January 4, 2017;
Infliximab product monograph, Janssen Canada, April 26, 2016; Golimumab product monograph, Janssen Canada, January 24, 2017.

Questions to Ask


How often are you coughing?



What colour is your sputum?



What investigations
have been ordered?
– Chest X-ray?
– Blood tests?

Managing Infections


It is important to hold the biologic during a serious active infection
(e.g., influenza)



Question patient and contact MD if necessary to determine severity
of infection



Consider risks vs. benefits:
– Avoid compromising effectiveness of therapy unnecessarily
– Consider risk of immunogenicity with prolonged discontinuation
Biologics can be given with antibiotics in certain circumstances
(e.g., preventative use of antibiotics, use for chronic or recurrent infections like chronic sinusitis)
‣ Resume biologic treatment once the infection is under control, or wait until the end of
antibiotic therapy
‣

When should a #biologic
be held for patients undergoing
elective surgery?

Surgery and Anti-TNFs


Contact the physician who prescribed the biologic
to discuss the surgery



Individualized protocol, according to the institutions



Most common approaches:
– Situations with minimal risk (e.g., cataract surgery):
The biologic is continued
– Situations where there is a risk of sepsis (including certain dental
procedures): the biologic is stopped prior to the surgery, based on
T½ and treatment is resumed once the patient has healed properly

T1/2= half life
Adapted from: Chang MI et al. Inflamm Bowel Dis 2015; 21(6):1472-7; Smith CH et al. Br J Dermatol 2009; 161(5):987-1019.

Dental Surgery and Biologics
Very limited data currently available

Routine treatment

Invasive procedures

No special precautions
thought necessary

Perioperative antibiotic
prophylaxis and/or delaying
dose of biologic may be
considered

Adapted from: O’Neill I, Scully C. Oral Dis 2012; 18(6):525-36.

Key Messages

Key Messages


Interprofessional collaboration is essential for optimal patient
management



Biosimilars are not generic biologics and are not indicated for
non-medical switches



When dealing with biologic-treated patients who may need to
temporarily discontinue treatment (live vaccine, active infection,
surgery, etc.), contact the physician who prescribed the biologic
to discuss the situation

