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Asthma



FDA approves drug combination treatment
for adults with asthma

= Airsupra (albuterol and budesonide) inhalation aerosol
= for the as-needed treatment or prevention of bronchoconstriction
reduce the risk of asthma attacks in patients with asthma 18 years of age and
older

= first combination of an inhaled corticosteroid (ICS) and a short-acting
beta-agonist to be approved in the U.S.

= first product containing an ICS to be approved in the U.S. as a reliever
treatment (rather than as a controller) for asthma

https://www.fda.gov/drugs/news-events-human-drugs/fda-approves-drug-combination-treatment-adults-asthma



MANDALA Study

Reduce the risk of severe asthma attacks in patients with moderate to severe asthma
randomized, double-blind, multinational, multicenter study

Airsupra 180 mcg/ 160 mcg or albuterol 180 mcg and instructed to take as needed for asthma
symptoms

Treated for at least 24 weeks

Primary Endpoint: time to first severe asthma attack (defined as worsening or onset of asthma
symptoms that required systemic corticosteroids for at least three days or an emergency room visit that

led to the use of systemic corticosteroids for at least three days or a hospitalization for at least 24 hours
due to asthma)

28% reduction in the risk of a severe asthma attack as assessed by the time to first severe asthma attack

Papi A, Chipps BE, Beasley R, et al. Albuterol-Budesonide Fixed-Dose Combination Rescue Inhaler for Asthma. N Engl J Med. 2022;386(22):2071-2083.
doi:10.1056/NEJM0a2203163



Higher-Dose Combination

Albuterol (180 ug)
+ Budesonide (160 pg)

Lower-Dose Combination

Albuterol (180 ug)
+ Budesonide (80 pg)

Albuterol Alone
Albuterol (180 ug)

N

Adults and adolescents

Children 4 through 11 years of age

Papi A, Chipps BE, Beasley R, et al. Albuterol-Budesonide Fixed-Dose Combination Rescue
Inhaler for Asthma. N Engl J Med. 2022;386(22):2071-2083. doi:10.1056/NEJM0a2203163



Any Adverse Event
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Papi A, Chipps BE, Beasley R, et al. Albuterol-Budesonide Fixed-Dose Combination Rescue Inhaler
for Asthma. N Engl J Med. 2022;386(22):2071-2083. doi:10.1056/NEJM0a2203163



First Severe Asthma Exacerbation
Minimum Follow-up, 24 Wk
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COPD



GOLD ABE Assessment Tool

Figure 2.3 2023
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Slide Set
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Modified MRC Dyspnea Scale

Table 2.7

PLEASE TICK IN THE BOX THAT APPLIES TO YOU | ONE BOX ONLY | Grades 0 - 4

mMRC Grade 0

| only get
breathless with
strenuous exercise

MmMRC Grade 1

| get short of
breath when
hurrying on the
level or walking
up a slight hill

mMRC Grade 2

| walk slower than
people of the
same age on the
level because of
breathlessness,
or | have to stop
for breath when
walking on my
own pace on the
level

Reference: ATS (1982) Am Rev Respir Dis. Nov;126(5):952-6.

mMRC Grade 3

| stop for breath
after walking
about 100 meters
or after a few
minutes on the
level

© 2022, 2023 Global Initiative for Chronic Obstructive Lung Disease

mMRC Grade 4

| am too
breathless to
leave the house
or | am breathless
when dressing or
undressing

2023

Teaching
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CAT™ Assessment

Figure 2.2

For each item below, place a mark (x) in the box that best describes you currently.
Be sure to only select one response for each question.

EXAMPLE: | am very happy

| never cough

0 X2/ 3 4|5

I am very sad Score

| cough all the time

| have no phlegm (mucus) in my
chest at all

My chest is completely full of
phlegm (mucus)

My chest does not feel tight at all

My chest feels very tight

When | walk up a hill or one flight
of stairs | am not breathless

When | walk up a hill or one flight of
stairs | am very breathless

I am not limited doing any
activities at home

| am very limited doing activities at
home

| am confident leaving my home
despite my lung condition

| am not at all confident leaving my
home because of my lung condition

| sleep soundly

| don‘t sleep soundly because of my
lung condition

| have lots of energy

| have no energy at all

Reference: Jones et al. ERJ 2009; 34 (3); 648-54.

TOTAL SCORE:

© 2022, 2023 Global Initiative for Chronic Obstructive Lung Disease
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2023

Initial Pharmacological Treatment

Figure 4.2 Te_aChmg
Slide Set
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Vaccination for Stable COPD 2023

Table 3.2 Teaching
Slide Set

Influenza vaccination is recommended in people with COPD (Evidence B)

The WHO and CDC recommends SARS-CoV-2 (COVID-19) vaccination for people with COPD
(Evidence B)

The CDC recommends one dose of 20-valent pneumococcal conjugate vaccine (PCV20); or one
dose of 15-valent pneumococcal conjugate vaccine (PCV15) followed by 23-valent pneumococcal
polysaccharide vaccine (PPSV23) in people with COPD (Evidence B)

Pneumococcal vaccination has been shown to reduce the incidence of community-acquired
pneumonia and exacerbations in people with COPD (Evidence B)

The CDC recommends Tdap (dTaP/dTPa) vaccination to protect against pertussis (whooping cough)
for people with COPD that were not vaccinated in adolescence (Evidence B), and Zoster vaccine to
protect against shingles for people with COPD over 50 years (Evidence B)

© 2022, 2023 Global Initiative for Chronic Obstructive Lung Disease



Vaccines



Pneumococcal Vaccine
Recommendations

= Use of PCV20 alone or PCV15 in series with PPSV23

To reduce pneumococcal disease incidence in adults aged >65 years and in those aged 19-64 years
with certain underlying conditions.

immunogenicity and safety, comparable to PCV13 alone or PCV13 in series with PPSV23

Cost-effectiveness studies demonstrated was cost-saving

Simplifies adult pneumococcal vaccine recommendations

Kobayashi M, Farrar JL, Gierke R, et al. Use of 15-Valent Pneumococcal Conjugate Vaccine and 20-Valent Pneumococcal
Conjugate Vaccine Among U.S. Adults: Updated Recommendations of the Advisory Committee on Immunization Practices —
United States, 2022. MMWR Morb Mortal Wkly Rep 2022;71:109-117.



Pneumococcal Vaccine Timing for Adults

Make sure your patients are up to date with pneumococcal vaccination.

Adults >65 years old
Complete pneumococcal vaccine schedules

Option A Option B

None* PCV20 PCV15 >1yeart > PPSV23
Ia’tpasn‘:/za:;: fd >1year > PCV20 >1year > PCV15
:ti‘rlm;::;: v >1year > PCV20 >1yeart > PPSV23
:g‘sl\.llg;i? 2)(/353 %:s& 25 years ~ PCV20 >5 yearss > PPSV23

* Also applies to people who received PCV7 at any age and no other pneumococcal vaccines

T Consider minimum interval (8 weeks) for adults with an immunocompromising condition, cochlear implant, or cerebrospinal fluid leak (CSF) leak

§ For adults with an immunocompromising condition, cochlear implant, or CSF leak, the minimum interval for PPSV23 is >8 weeks since last PCV13 dose and >5 years since last PPSV23
dose; for others, the minimum interval for PPSV23 is >1 year since last PCV13 dose and >5 years since last PPSV23 dose

Shared clinical decision-making for those who already completed the series with PCV13 and PPSV23

Shared clinical decision-making option

Complete series:
PCV13 at any age & >5years > PCV20
PPSV23 at >65 yrs

Together, with the patient, vaccine providers may choose to administer PCV20 to adults >65 years old who have
already received PCV13 (but not PCV15 or PCV20) at any age and PPSV23 at or after the age of 65 years old.

https://www.cdc.gov/vaccines/vpd/pneumo/downloads/pneumo-vaccine-timing.pdf



Adults 19-64 years old with specified immunocompromising conditions
Complete pneumococcal vaccine schedules

Option A Option B

None* PCV20 PCV15 >8 weeks PPSV23
PPSV23 only >1 year PCV20 >1year > PCV15

>8 weeks PPSV23 >5 years PPSV23
PCV13 only >1 year PCV20

Review pneumococcal vaccine recommendations
again when your patient turns 65 years old.

>5 yearst > PPSV23

PCV13 and
>5 years PCV20
1 dose of PPSV23 Y Review pneumococcal vaccine recommendations

again when your patient turns 65 years old.

No vaccines recommended at this time.

;zz;: : 2(: PPSV23 >5years > PCV20 Review pneumococcal vaccine recommendations
again when your patient turns 65 years old.
=Chronic renal failure -Hodgkin disease =Nephrotic syndrome
.. =Congenital or acquired asplenia =latrogenic immunosuppression' =Sickle cell disease/other
Immunocompromising | .congenital or acquired immunodeficiencys  -Leukemia hemoglobinopathies
conditions -Generalized malignancy *Lymphoma -Solid organ transplant
=HIV infection =Multiple myeloma

* Also applies to people who received PCV7 at any age and no other pneumococcal vaccines

TThe minimum interval for PPSV23 is >8 weeks since last PCV13 dose and >5 years since last PPSV23 dose

§ Includes B- (humoral) or T-lymphocyte deficiency, complement deficiencies (particularly C1, C2, C3, and C4 deficiencies), and phagocytic disorders (excluding chronic granulomatous
disease)

TIncludes diseases requiring treatment with immunosuppressive drugs, including long-term systemic corticosteroids and radiation therapy

https://www.cdc.gov/vaccines/vpd/pneumo/downloads/pneumo-vaccine-timing.pdf



Adults 19-64 years old with a cochlear implant or cerebrospinal fluid leak
Complete pneumococcal vaccine schedules

Option A Option B
None* PCV20 PCV15 >8 weeks > PPSV23
PPSV23 only >1 year PCV20 >1 year PCV15

>8 weeks PPSV23
PCV13 only

>1year > PCV20

Review pneumococcal vaccine recommendations
again when your patient turns 65 years old.

PCV13 and 1 dose of

No vaccines recommended at this time.
PPSV23 >5years > PCV20

Review pneumococcal vaccine recommendations
again when your patient turns 65 years old.

* Also applies to people who received PCV7 at any age and no other pneumococcal vaccines

https://www.cdc.gov/vaccines/vpd/pneumo/downloads/pneumo-vaccine-timing.pdf



Abbreviations

e PCVorPCV13 =
Pneumococcal conjugate
vaccine

® PPSV or PPSV23 =
Pneumococcal
polysaccharide vaccine

0 The PneumoRecs VaxAdvisor Mobile App was updated on February 9, 2023, to reflect CDC's new adult
pneumococcal vaccination recommendations including for those who previously received PCV13.

The PneumoRecs VaxAdvisor mobile app helps vaccination providers
quickly and easily determine which pneumococcal vaccines a patient
needs and when. The app incorporates recommendations for all ages
so internists, family physicians, pediatricians, and pharmacists alike
will find the tool beneficial.

Users simply:

e Enter a patient's age.
¢ Note if the patient has specific underlying medical conditions.
e Answer questions about the patient's pneumococcal vaccination

history.

Then the app provides patient-specific guidance consistent with the
immunization schedule recommended by the U.S. Advisory
Committee on Immunization Practices (ACIP).

Download the mobile app or use the
web version

 LTE = 10:18AM

<

PneumoRecs
VaxAdvisor

Tool to help determine which
pneumococcal vaccines children
and adults need.

Getting Started

Enter a patient's age, pneumococcal vaccination
history, and underlying medical conditions.

Move through this tool to create customized
recommendations for pneumococcal vaccination.

.......

PneumoRecs VaxAdvisor is available for
download on iOS and Android mobile devices.

Download “PneumoRecs VaxAdvisor” free for iOS [4 and Android [4 devices.

s ANDROID APP ON
Download on the o~
‘ App Store V\ Google play

https://www.cdc.gov/vaccines/vpd/pneumo/hcp/pneumoapp.html



‘ DC Centers for Disease Control and Prevention Q
Wy CDC 24/7: Saving Lives, Protecting People™

Pneumococcal Vaccine Recommendations

| PneumoRecs
VaxAdvisor

PneumoRecs

VaxAdvisor

Tool to help determine which
pneumococcal vaccines children
and adults need.

Enter a patient's age, pneumococcal vaccination history, and underlying medical conditions.
Move through this tool to create customized pneumococcal vaccination recommendations.

https://www2a.cdc.gov/vaccines/m/pneumo/pneumo.html



CDC recommends universal Hep B
Vaccination 19-59

Vaccination with hepatitis B (HepB) vaccines shows well-established safety and efficacy

However, because of risk factor-based approaches of previous vaccination recommendations,
coverage among adults has been suboptimal

Universal adult HepB vaccination through age 59 years removes the need for risk factor screening
and disclosure and could increase vaccination coverage and decrease hepatitis B cases

- Heplisav-B and PreHevbrio data is currently insufficient to inform vaccine-associated risks in
pregnancy

- Vaccinate pregnant women needing HepB vaccination with Engerix-B, Recombivax HB, or
Twinrix

https://www.cdc.gov/mmwr/volumes/71/wr/mm7113al.htm?s_cid=mm7113al_w
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Learning Objectives for Type 2 Diabetes Mellitus

Acknowledge provider-
related barriers leading
to poor diabetes control

Review new screening
guidelines

Review algorithms and
medication profiles per
American Diabetes
Association (ADA) and
American Association of
Clinical Endocrinology
(AACE)

Review updates in insulin
affordability




American From: Addressing Therapeutic Inertia in 2020 and Beyond: A 3-Year Initiative

Diabetes of the American Diabetes Association
. Association.
Clin Diabetes.
2020;38(4):371-381.
doi:10.2337/cd20-0053
DPP-4i and Increased adoption of Affordable Care Act, Meaningful Use SGLT2i
GLP-1RA EHRs, HITECH Act, iPhone proliferation of EHR guidelines approved
approved and apps introduced “personal technology” implemented, advent of
PCMHSs, ACOs
100
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Figure Legena:

Type 2 diabetes trends in the United States, 2006-2013. Advances in health technologies, drug therapies, and public policy have not translated
to improvements in diabetes care quality. ACO, accountable care organization; DPP-4i, dipeptidyl peptidase 4 inhibitor; GLP-1RA, glucagon-like
peptide 1 receptor agonist; HITECH, Health Information Technology for Economic and Clinical Health; PCMH, patient-centered medical home;
SGLT2i, sodium—glucose cotransporter 2 inhibitor. Adapted from ref. 24.

Date of Download: 11/1/2022 Copyright © 2022 American Diabetes Association. All rights reserved.




Barrier to Care — Clinical Inertia

* Most often time we focus a lot on medical nonadherence and blame poor control due to limitations of our
patients.

* It's also important to recognize our role in poor control of diabetes as well.

* Failure of healthcare providers to initiate or intensify therapy can be due to lack of education, training or
having programs or clinical practices aimed at achieving therapeutic goals (Gabbay, 2020).
* Therapeutic inertia is common — affecting as many as 50% of patients with type 2 diabetes (McCoy, 2021).
* Driven by wide range of barriers (Rattelman, 2021).
e Clinician
* Patient
* Health system levels



UKPDS 35: any 1% decrease in HbAlc was
associated with risk reduction (p<0.05 for all)

Any diabetes-related Any diabetes-related
endpoint death Microvascular endpoints  Myocardial infarction

-21% -21%

Any reduction in HbAlc is likely to reduce the

risk of complications

(Clore, 2019)
B8 kb Biatotes fancniutin British Medical Journal 2000; 321: 405-412




When to Screen

* New guidelines include screening adults without diabetes symptoms for both prediabetes and diabetes at the age of 35 (Kenney,
2022).

* Any individual who is overweight or obese (BMI 225 kg/m? or 223 kg/m? in Asian American individuals) who have one or more of
the following risk factors:

* 1stdegree relative with diabetes

* High risk race/ethnicity

* History of CVD

* HTN (2130/80 mmHg or on therapy for hypertension)

* HDL cholesterol level <35 mg/dL (0.90 mmol/L) and/or a triglyceride level >250 mg/dL (2.82 mmol/L)
* Individuals with polycystic ovary syndrome

* Physical inactivity

* Other clinical conditions associated with insulin resistance (e.g., severe obesity, acanthosis nigricans)

* Individuals with HIV
* People with prediabetes should be tested yearly
* People diagnosed with gestational diabetes should have lifelong testing every 3 years

* [f results are normal, testing should be repeated at minimum of 3-year intervals with consideration to the patients’ risk factors
and exam findings



REDUCTION IN DIABETES COMPLICATIONS
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Foundations of Diabetes Therapy.

* Healthy Diet and Exercise

* Metformin is usually still the initial therapy for patients with type 2 diabetes.
* Recommended dose is 1000 mg twice daily if tolerated
* Titrate slowly over 1-2 weeks in 500 mg increments
* Extended-release formulation is highly recommended
* Medication must be renally dosed and should not be used if GFR less than 30 cc/min (Clore, 2019)

* New guidelines are now recommending an individualized approach at the time of diagnosis.

* From the Chief Science and Medical Officer of American Diabetes Association — Robert A. Gabbay, MD, PhD:

* “We know now that many of these medications that lower cardiovascular [heart] and renal [kidney] disease
can be quite effective, often literally life-saving,” said Gabbay. “Metformin is still a good drug, but it should
not be a deterrent to work quickly and start medications we know will be effective” (Kenney, 2022).



American From: Standards of Care in Diabetes—2023 Abridged for Primary Care
Diabetes Providers
- Association.

Clin Diabetes. 2022;41(1):4-31. doi:10.2337/cd23-as01

TOAID
THERAPELTIC

USE OF GLUCOSE-LOWERING MEDICATIONS IN THE MANAGEMENT OF TYPE 2 DIABETES

HEALTHY LIFESTYLE BEHAVIORS; DIABETES SELF-MANAGEMENT EDUCATION AND SUPPORT (DSMES); SOCIAL DETERMINANTS OF HEALTH (SDOH) ey

(3-6MONTHS)

Goal: Cardiorenal Risk Reduction in High-Risk Patients with Type 2 Diabetes (in addition to comprehensive CV risk management)*

+ASCVD! +Indicators of high risk +HF +CKD Glycemic Management: Choose Achievement and Maintenance of
Defined differently across While definitions vary, most Current or prior eGFR <60 mL/min per 1.73 m? OR approaches that provide the Weight Management Goals:
CVOTs but all included comprise 255 years of age symptoms albuminuria (ACR 23.0 mg/mmol efficacy to achieve goals: P R
individuals with established with two or more additional of HF with [30 mg/g]). These measurements Metformin OR Agentls) including Setindividualized weight management goals
CVD (e.g., MI, stroke, any risk factors (including obesity, documented ‘may vary over time; thus, a repeat COMBINATION therapy that provide
revascularization procedure). hypertension, smoking, HFrEF or HFpEF measure is required to document CKD. adequate EFFICACY to achieve General lifestyle advice: Intensive evidence-
Variably included: conditions dyslipidemia, or albuminuria) and maintain treatment goals medical nutrition based structured
such as transient ischemic 9 therapy/eating patterns/ weight management
attack, unstable angina, Consider avoidance of hypoglycemia a physical activity program
amputation, symptomatic priority in high-risk individuals
o asymplnn:’a_h: coronary - L] Consider medication Consider metabolic
i . PREFERABLY In general, higher efficacy approaches for weight loss EaIeny
) SGLT2i% with primary evidence of have greater likelihood of achieving
v;:;hh::z?: reducing EKD prr:gressinn glycemic goals When choosing glucose-lowering therapies:
+ASCVD/Indicators of High Risk g . ; Efficacy for glucose lowering Consider regimen with high-to-very-high dual
in this Use SGLTZi in people with an eGFR . i
population 220 mL/min per 1.73 m?, once initiated Very High: glucose and weight efficacy
GLP-1 RA" with proven SGLT2i with proven shou'l:.h»lz cynlm:led unlnl' l.|al o Dulaglu(lfﬂe (hl_gh dus_e). 1
CVD benefit CVD benefit of dialysis or transplantation
I OR - = - - - Insulin Efficacy for weight loss
SOt e canncte Comiaon i, oo gk
If A1C ahove target g ) Injectable ([:.P;l RA/Insulin) Semaglutide, Tirzepatide
g Mgk
If A1C above target, for patients on G6LP-1 l;;:; I(;;t lsisll::nal;mrl::, ;dzel;lnrmin. Dula?lutlde, I‘.‘lraglullde
. . . - SGLT2i, consider incorporating a I, outfonyturea, Intermediate:
« For patients on a FiLP—'IlRA, consider adding SGLT2i with 6LP-1 RA or vice versa Intermediate: GLP-1 RA (not listed above), SGLT2i
proven CVD benefit or vice versa DPP-Li Neutral:
- DPP-Ai, Metformin
+ 2 l 4
If additional cardiorenal risk reduction or glycemic lowering needed }— —[ If A1C above target

* In peaple with HF, CKD, established CVD or multiple risk factors for CVD, the decision to use a GLP-1 RA or SGLT2i with proven benefit should be independent of background use of metformin; A strong
recommendation is warranted for people with CVD and a weaker recommendation for those with indicators of high CV risk. Moreover, a higher absolute risk reduction and thus lower numbers needed to treat « Consider DSMES referral to support self-efficacy in achievement of goals

are seen at higher levels of baseline risk and should be factored into the shared decision-making process. See text for details; # Low-dose TZD may be better tolerated and similarly effective; § For SGLT2i, CV/ « Consider technology (e.g., diagnostic CGM) to identify therapeutic gaps and tailor therapy
renal outcomes trials demonstrate their efficacy in reducing the risk of composite MACE, CV death, all-cause mortality, MI, HHF, and renal outcomes in individuals with T2 with established/high risk of CVD; « Identify and address SDOH that impact achievement of goals

# For GLP-1 RA, CVOTs demonstrate their efficacy in reducing composite MACE, CV death, all-cause mortality, MI, stroke, and renal endpoints in individuals with T2D with established/high risk of CVD.

Identify barriers to goals:

Figure Legend:

Use of glucose-lowering medications in the management of type 2 diabetes. ACEi, ACE inhibitor; ACR, albumin-to-creatinine ratio; CVOT,
cardiovascular outcomes trial; DPP-4i, dipeptidyl peptidase 4 inhibitor; GLP-1 RA, glucagon-like peptide 1 receptor agonist; HHF, hospitalization

for heart failure; SGLT2i, sodium-glucose cotransporter 2 inhibitor; T2D, type 2 diabetes. Adapted from Davies MJ, Aroda VR, Collins BS, et al.
Diabetes Care 2022;45:2753—-2786.

Date of Download: 3/1/2023

Copyright © 2023 American Diabetes Association. All rights reserved.




Figure 2

PREFERABLY
SOLT2i with evidence of reducing HF

SOLT2i with and/or CKD progression in CVOTs
proven CVD if eGFR adequate’
benefit', feGFR | b-ccccccccnccce OR crvcccccnccnes

adequate’ I SGLT2I not tolerated or contraindicated

GLUCOSE-LOWERING MEDICATION IN TYPE 2 DIABETES: OVERALL APPROACH

e
or if eGFR less than adequate’ add GLP-1 w: L
RA with proven CVD benefit’
v 2 v Vv 2
" 1 HbA  above target 1 HbA_ above target [lm.hhpt W HbA_ above target [lm..-n-t [IIH,,MW I HbA,_above target It HbA, above target
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oR OR DPP-4i DPP-4i SGLT2¢ efficacy for weight 120" su*
GLP-1 RA and/or SGLT21 choose agents Choose agents demonstrating CV safety: 120 10 oR OR oss'
demonstrating CV safety: « Consider adding the other class with T20 GLP-1 RA
« Consider adding the other class (GLP-1 proven CVD benefit’
RA or SGLT2il with proven CVD benefit * DPP-4i (not saxagliptin in the setting of v v v R 2 * * * *
* DPP-4i if not on GLP-1 RA HF (if not on GLP-1 RA) I HBA, above target " above " above
+ Basal insulin® + Basal insulin® HbA, target HbA target
- Tt . SU ¥ v N N v
i Continue with addition of other agents as outlined above If triple therapy required or SGLT2i and/or * Insulin therapy basal insulin with lowest
T GLP-1 RA not tolerated or contraindicated u“"“"””"
use regimen with lowest risk of weight gain
1. Puoven /D ool roaass 2 Aas e indication of reducing CVD avends. Fee GLP-1 A stangest evidonce of Bragletide » samagletice - emaatide. For SET2I W HBA, _abeve target PREFERABLY * Consider DPP-41 OR SGLT2I with lowest
evdence modestly drenger for evpagrticon - cinaghfiam. acquisition cost™
Se gmae at ST w2y by regon and mvdwtual agent with reqard 1 mbcad evel of 65 for i and conmnd e ¥ DPP-4i (if not on GLP-1 RA)
Bol empagathon and canaglflarm hawe shows coducom 0 HF and CRD pong: nOh based on weight neutrality
Geglagec » U190 glagme Nave derverstsaned (VD safety Consider the addition of SU* OR basal insulin:
Low duse may Be befler toleraled Eboagh less well studbed hor (VD eftects « Choose Later generation SU with lower risk of risk of hypoglycaemia v

Chaie Latet grreralion SU wilh kower rish of by paghycsnnia
Deqlatec | ghwrgue U0 < ghargee 1100 / deterne < NPW lnsudin
o . . - enenatige -
1 0 specific comuticilinn (10 %0 estabobd TFDL Jowe 1ih of hypagiycamnis and lower princily In svsid wght guin or ne wighl relited comeetidines)
0. Commder cauntry- and region- speafic cosl of Grugs. b seme countres TT0s reludwely mere expensioe and DPP- & eltively chesper

el ol

=

« Consider basal insulin with lower risk of hypaglycaemia’

I DPP-4i not tolerated or contraindicated
or patient already on GLP-1 RA, cautious
addition of:

« SU* « TZ0* + Basal insulin

(Clore,2019)




American From: Standards of Care in Diabetes—2023 Abridged for Primary Care

Diabetes Providers
. Association.

Clin Diabetes. 2022;41(1):4-31. doi:10.2337/cd23-as01

DECISION CYCLE FOR PERSON-CENTERED GLYCEMIC MANAGEMENT IN TYPE 2 DIABETES

ASSESS KEY PERSON CHARACTERISTICS

«  The individual's priorities

Current lifestyle and health behaviors
Comorbidities (i.e., CVD, CKD, HF)

Clinical characteristics (i.e., age, A1C, weight)
Issues such as motivation, depression, cognition
Social determinants of health

REVIEW AND AGREE ON MANAGEMENT PLAN

«  Review management plan
«  Mutually agree on changes
Ensure agreed modification of therapy is implemented
in a timely fashion to avoid therapeutic inertia
«  Undertake decision cycle regularly (at least once/twice a year)
« Operate in an integrated system of care

CONSIDER SPECIFIC FACTORS THAT IMPACT CHOICE
OF TREATMENT

GOALS

PROVIDE ONGOING SUPPORT AND

Individualized glycemic and weight goals

MONITORING OF: OF CARE  Impact on weight, hypoglycemia, and cardiorenal protection
»  Emotional well-being Gfl «  Underlying physiological factors

*  Lifestyle and health behaviors * Prevent complications « Side effect profiles of medications

* Tolerability of medications * Optimize quality of life « Complexity of regimen (i.e., frequency, mode of administration)

 Biofeedback including BGM/CGM,
weight, step count, A1C, BP, lipids

< Regimen choice to optimize medication use
and reduce treatment discontinuation
*  Access, cost, and availability of medication

IMPLEMENT MANAGEMENT PLAN UTILIZE SHARED DECISION-MAKING TO
CREATE A MANAGEMENT PLAN
«  Ensure there is regular review;

more frequent contact initially +  Ensure access to DSMES
is often desirable for DSMES AGREE ON MANAGEMENT PLAN * Involve an educated and informed person
. (and the individual's family/caregiver)
* Specify SMART goals: «  Explore personal preferences

- Specific + Language matters (include person-first,
- Mealsurahle strengths-based, empowering language)
- Ach@vable «  Include motivational interviewing, goal
- Realistic setting, and shared decision-making

- Time limited

Figure Legend:

Decision cycle for person-centered glycemic management in type 2 diabetes. Adapted from Davies MJ, Aroda VR, Collins BS, et al. Diabetes
Care 2022;45:2753-2786.

Date of Download: 3/1/2023 Copyright © 2023 American Diabetes Association. All rights reserved.




Insulin Affordability!

 Eli Lilly announced on March 1, 2023 that it plans on reducing cost of insulin by 70%

» Automatic cap on out-of-pocket costs of $35 or less for those with those with private
insurance and use of participating pharmacies

* People who don't have insurance can continue to go to InsulinAffordability.com and
immediately download the Lilly Insulin Value Program savings card to receive Lilly insulins
for S35 per month.

(Christensen, 2023)


http://insulinaffordability.com/

Steps Towards Insulin Cost Reductions

 Cutting the list price of its non-branded insulin, Insulin Lispro Injection 100 units/mlL,
to $25 a vial. Effective May 1, 2023, it will be the lowest list-priced mealtime insulin
available, and less than the price of a Humalog® vial in 1999.

 Cutting the list price of Humalog® (insulin lispro injection) 100 units/mL?%, Lilly's most

commonly prescribed insulin, and Humulin® (insulin human) injection 100 units/mL? by
70%, effective in Q4 2023.

* Launching Rezvoglar™ (insulin glargine-aglr) injection, a basal insulin that is biosimilar to,
and interchangeable with, Lantus® (insulin glargine) injection, for $92 per five pack of
KwikPens®, a 78% discount to Lantus, effective April 1, 2023.

(Lilly, 2023)
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Learning Objectives for Obesity Medicine

Review data
supporting more
intense behavioral
interventions for

weight loss

/

Discuss available
weight loss
medications that are

FDA approved




Clinical Trials

PROPEL (Promoting REPOWER (Rural Engagement
Successful Weight Loss in in Primary Care for
Primary Care in Louisiana) Optimizing Weight Reduction)

e 18 primary care clinics from e 36 primary care practices
5 health systems in from the Midwestern US
Louisiana that served a large that predominantly or solely
percentage of low-income served rural patients

and underserved patient

(Katzmarzyk et al., 2021)



PROPEL

PROPEL — In Clinic/Phone

» Received weekly counseling sessions (16 in-person and 6 telephone) in the first 6 months followed by monthly sessions (alternating in person visits and telephone calls) for
the remaining 18 months.

e Mostly individual sessions but also could be done in small groups (2-3 patients)
¢ |In person individual sessions were 30 minutes
¢ In person group sessions were 1 hour
* Phone sessions were 15 — 20 minutes
e All sessions were done by study-employed health coaches embedded in primary care clinics
» Received counseling on how to set goals and develop individual action plans for diet and exercise with goal to achieve 10% weight loss in 6 months

e Primary care physicians had access to an online obesity science education program that provided education on obesity management, management of co-existing conditions
such as Type 2 diabetes and hypertension, minimizing bias and stigma related to obesity, and principles of health literacy

PROPEL — Usual Care

e Routine care with primary care team — training included a presentation and brochure on obesity management guidelines and CMS reimbursement.
* Received 6 newsletters covering topics related to sitting and health, goal setting, staying safe in the heat, memory health, self-care, sleepy hygiene and smoking cessation

(Katzmarzyk et al., 2021)



REPOWER

REPOWER-clinic-individual

e 15-minute face-to-face individual counseling visits from practice-employed clinicians that occurred
weekly for 1 month, every other week for months 2 to 6, and monthly thereafter.

e Each practice selected 1 to 2 counselors, most commonly were clinic-employed nurses

e The counselors participated in a single, 3-hour training session focused on dietary and physical activity
recommendations, behavioral strategies, and motivational interviewing..

REPOWER-clinic-group

e Led by practice-employed clinicians

e Visits were 60 minutes and occurred weekly for the first 3 months and every other week for months 4-6 and
monthly thereafter.

e First 14 sessions were face to face. Afterwards — practices had the option to switch to group telephone
conference calls

e All but one practice opted to continue face to face visits.

e Each clinic selected between 1 and 3 counselors (predominantly nurses) to deliver intervention.
(Katzmarzyk et al., 2021)




REPOWER

REPOWER-phone-group

e Received same group-based intervention as
REPOWER clinic-group but sessions were delivered
via telephone conference calls by centralized study
staff

e Staff employed by research team with graduate
degrees in relevant fields (ex: psychology, nutrition,
exercise science). (Katzmarzyk et al., 2021)



Weight loss in primary care: A pooled analysis of two pragmatic cluster-randomized trials

PROPEL:

18 clinics randomized

REPOWER:
36 clinics randomized

9 clinics allocated

to UC

9 clinics allocated
to clinic/phone

12 clinics allocated
to clinic-individual

12 clinics allocated
to clinic-group

12 clinics allocated
to phone-group

888 patients
screened for eligibility

1070 patients
screened for eligibility

615 patients
screened for eligibility

650 patients
screened for eligibility

666 patients
screened for eligibility

351 patients enrolled

452 patients enrolled

478 patients enrolled

479 patients enrolled

475 patients enrolled

5 patients removed
a priori*; 473 patients
remained eligible

11 patients removed
a priori*; 468 patents
remained eligible

9 patients removed
a priori*; 466 patients
remained eligible

|

340 patients had weight
measured at 6 months

386 patients had weight
measured at 6 months

436 patients had weight
measured at 6 months

429 patients had weight
measured at 6 months

425 patients had weight
measured at 6 months

|

|

326 patients had weight
measured at 18 months

365 patients had weight
measured at 18 months

396 patients had weight
measured at 18 months

406 patients had weight
measured at 18 months

388 patients had weight
measured at 18 months

|

|

|

|

316 patients had weight
measured at 24 months

357 patients had weight
measured at 24 months

410 patients had weight
measured at 24 months

410 patients had weight
measured at 24 months

400 patients had weight
measured at 24 months

|

|

|

9 clinics & 351 patients
included in analysis

9 clinics & 452 patients
included in analysis

12 clinics & 473 patients
included in analysis

12 clinics & 468 patients
included in analysis

12 clinics & 466 patients
included in analysis

Obesity, Volume: 29, Issue: 12, Pages: 2044-2054, First published: 29 October 2021, DOI: (10.1002/oby.23292)

(Katzmarzyk et al., 2021)



Conclusion

High-Intensity behavioral counseling in primary care settings when delivered in person, by
phone or electronically produce clinical significant weight loss (4-7 kg) compared to low
and moderate intensity counseling which only produces modest weight loss (1-2kg)

(Katzmarzyk et al., 2021)
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GLP-1s

e Semaglutide (Wegovy) and Liraglutide (Saxenda)

Other weight loss medications for long term use:

e Bupropion-naltrexone (Contrave)
e Orlistat (Xenical, Alli)

Welght I_OSS —_ e Phentermine-topiramate (Qsymia)

e Setmelanotide (Imcivree)

irzepatide (Mounjaro

e Glucose dependent insulinotropic polypeptide and
glucagon like peptide-1 receptor agonist

e Only approved for adults with type 2 diabetes

e First and only FDA approved GIP and GLP-1 receptor
agonist

FDA approved

(Mayo Clinic Staff, 2022)




“ RESEARCH SUMMARY |l

Tirzepatide Once Weekly for the Treatment of Obesity

Jastreboff AM et al. DOI: 10.1056/NEJMoa2206038

CLINICAL PROBLEM

Several clinical guidelines recommend pharmacotherapy
for obesity. Tirzepatide — a dual ghicose-dependent insulino-
tropic polypeptide and glucagon-like peptide-1 receptor ag-
onist recently approved in the United States to treat type 2
diabetes — induced clinically relevant weight reduction in

phase 2 studies of people with diabetes. However, its effi-
cacy for weight reduction in those without diabetes is un-

known.

CLINICAL TRIAL

Design: An international, phase 3, double-blind, random-
ized, placebo-controlled trial examined the efficacy and
safety of tirzepatide in adults with obesity or overweight
who did not have diabetes.

Intervention: 2539 adults with a body-mass index of 30 or
higher, or 27 or higher with at least one weight-related
complication, were assigned to once-weekly subcutaneous
tirzepatide at one of three doses (5 mg, 10 mg, or 15 mg)
or placebo, in addirion to lifestyle intervention. Trearment
included a dose-escalation phase and lasted for 72 weeks.
The coprimary end points were the percentage change in
weight from baseline to week 72 and weight reduction of
at least 5% by week 72,

RESULTS

Efficacy: Both the percentage change in weight and the per-
cenrage of participants with at least 5% weight reduction
were significantly greater with all three doses of tirzeparide
than with placebo.

Safety: Gastrointestinal events, including nausea, diar-
rhea, and constipation, were the most common adverse
events seen with ticzepatide; the majority of events were
transient and mild 1o moderate in severity.

LIMITATIONS AND REMAINING QUESTIONS

s Enrolled participants may have been more commirted
to weight management than many people with obesity.
Cardiometabolic variables (e.g., blood pressure and
lipid levels) were relatively normal at baseline, so the
ability to show a potential improvement within the
time frame of this study was limited.

The number of participants with overweight plus at least
one weight-related complication was small (140 of the
2539 participants; 5.5%), which prevented definitive
conclusions in this subgroup.

Links: Full Article | NEJM Quick Take | Editorial
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CONCLUSIONS

All three doses of once-weekly subcutaneous tirzepatide

led to clinically meaningful and sustained weight reduc-
tion in obese adults who did not have diabetes.

(Jastreboff, 2022)



Buprenorphine
Subscribing Update




Opioid Use Disorder Impact

* Drug overdose deaths have risen fivefold over
the past 2 decades

* According to the CDC - more than 107,000
Americans died from drug overdoses in 2021,

an increase of more than 15 percent from
2020

(SAMHSA, 2022)



DEA Update

DATA-Waiver for Buprenorphine Eliminated when the
Consolidated Appropriations Act (the Act) of 2023 was
sighed on December 29,2022

All prescriptions for buprenorphine only require a

standard DEA registration number
There are no longer any limits or patient caps on the

number of patients a prescriber may treat for opioid

use disorder with buprenorphine
The Act doesn’t impact existing state laws or

regulations that may be applicable

(Milgram, 2023)



Reference List

AnatjaLrican Diabetes Association; Standards of Care in Diabetes—2023 Abridged for Primary Care Providers. Clin Diabetes 2 January 2023; 41 (1): 4-31. https://doi.org/10.2337/cd23-
as
American Diabetes Association; Standards of Medical Care in Diabetes—2022 Abridged for Primary Care Providers. Clin Diabetes 1 January 2022; 40 (1): 10—

38. https://doi.org/10.2337/cd22-as01.

Behrm%% S. (20271, May 3). 16 tips for affording your diabetes medications and supplies. Healthline. Retrieved November 2, 2022, from https://www.healthline.com/health/diabetes/16-
tips-to-help-you-afford-your-diabetes-medication-and-supplies#twhere-to-start.

Blonde, L., Umpierrez, G. E., Reddy, S. S., McGill, J. B, Berga, S. L., Bush, M., Chandrasekaran, S., DeFronzo, R. A., Einhorn, D., Galindo, R. J., Gardner, T. W., Garg, R., Garvey, W. T., Hirsch, I.
B., Hurley, D. L., lIzuora, K., Kosiborod, M., Olson, D., Patel, S. B., ... Weber, S. L. (2022). American Association of Clinical Endocrinology Clinical Practice Guideline: Developing a Diabetes
Mellitus Comprehensive Care Plan—2022 Update. In Endocrine Practice (Vol. 28, Issue 10, pp. 923—1049). Elsevier BV. https://doi.org/10.1016/j.eprac.2022.08.002

Clore, J. N. (2019, March). How to Use the American Diabetes Association’s Type 2 Diabetes Algorithm. Diabetes Is Primary . Richmond, VA; Delta Hotels by Marriott Richmond
Downtown - Richmond, Virginia.

Christensen, J. (2023, March 1). Eli Lilly to cut insulin prices, cap costs at S35 for many people with diabetes. CNN. Retrieved March 1, 2023, from
https://www.cnn.com/2023/03/01/health/eli-lilly-insulin-prices-diabetes/index.html!

Davies, Melanie & D’Alessio, David & Fradkin, Judith & Kernan, Walter & Mathieu, Chantal & Mingrone, Geltrude & Rossing, Peter & Tsapas, Apostolos & Wexler, Deborah & Buse, John.
(2018). Management of hyperglycaemia in type 2 diabetes, 2018. A consensus report by the American Diabetes Association (ADA) and the European Association for the Study of
Diabetes (EASD). Diabetolo§ia. 61.10.1007/s00125-018-4729-5.

Garber, A. J., Handelsman, Y., Grunberger, G., Einhorn, D., Abrahamson, M. J., Barzilay, J. |., Blonde, L., Bush, M. A., DeFronzo, R. A, Garber, J. R., Garvey, W. T, Hirsch, I. B., Jellinger, P. S,
McGill, J. B., Mechanick, J. I., Perreault, L., Rosenblit, P. D., Samson, S., & Umpierrez, G. E. (2020). Consensus Statement by the American Association of Clinical Endocrinologists and
American College of Endocrinology on the Comprehensive Type 2 Diabetes Management Algorithm — 2020 Executive Summary. In Endocrine Practice (Vol. 26, Issue 1, pp. 107-139).
Elsevier BV. https://doi.org/10.4158/cs-2019-0472

Hurt, A. (2023, January 17). Data-waiver for Buprenorphine eliminated. Practical Pain Management. Retrieved March 2, 2023, from
https://www.practicalpainmanagement.com/news/data-waiver-for-buprenorphine-eliminated

Jastreboff, A. M., Aronne, L. J.,, Ahmad, N. N., Wharton, S., Connery, L., Alves, B., Kiyosue, A., Zhang, S., Liu, B., Bunck, M. C., & Stefanski, A. (2022). Tirzepatide once weekly for the
treatment of obesity. New England Journal of Medicine, 387(3), 205-216. https://doi.org/10.1056/nejmoa2206038

Katzmarzyk, P. T., Apolzan, J. W., Gajewski, B., Johnson, W. D., Martin, C. K., Newton, R. L., Perri, M. G., VanWormer, J. J., & Befort, C. A. (2021). Weight loss in primary care: A pooled
analysis of two pragmatic cluster-randomized trials. Obesity, 29(12), 2044—2054. https://doi.org/10.1002/0by.23292



https://doi.org/10.2337/cd23-as01
https://doi.org/10.2337/cd22-as01
https://www.cnn.com/2023/03/01/health/eli-lilly-insulin-prices-diabetes/index.html
https://doi.org/10.4158/cs-2019-0472

Reference List

Kenney, J., & Briskin, A. (2022, September 13). Your guide to the 2022 changes to the ADA standards of care. diaTribe. Retrieved November 2, 2022, from
https:)//diatribe.org your-guide-2022-changes-ada-standards-care.

Lilly cuts insulin prices by 70% and caps patient insulin out-of-pocket costs at 535 (oer month. Eli Lilly and Company. (2023, March 1). Retrieved March 1, 2023,
from https://investor.lilly.com/news-releases/news-release-details/lilly-cuts-insulin-prices-70-and-caps-patient-insulin-out-pocket

Mayo Clinic Staff. (2022, October 29). Pros and cons of weight-loss drugs. Mayo Clinic. Retrieved March 1, 2023, from https://www.mayoclinic.org/healthy-
lifestyle/weight-loss/in-depth/weight-loss-drugs/art-20044832

MediLexicon International. (n.d.). Combination therapy for type 2 diabetes. Medical News Today. Retrieved November 2, 2022, from
httgs://www.medicalnewstoday.com/articles/combination—therapy—type—Z—
diabetes#:~:text=Combination%20therapy%20is%20a%20treatment,0f%20insulin%20in%20the%20body.

McCoy RG, O’Connor PJ. Overcoming Therapeutic Inertia in Ter 2 Diabetes Care—Timing, Context, and Appropriateness of Treatment Intensification. JAMA
Netw Open. 2021;4(10):e2130926. doi:10.1001/jamanetworkopen.2021.30926.

Milgram, A. (2023, January 12). DEA announces important change to registration requirement. Springfield, Virginia; Office of the Administrator.

Quick referencedguide on Kidney Disease Screeninﬂ. National Kidney Foundation. (2018, March 1). Retrieved November 2, 2022, from
https://www.kidney.org/kidneydisease/siemens hcp quickreference.

Rattelman CR, Ciemins EL, Stempniewicz N, Mocarski M, Ganguly R, Cuddeback JK. A Retrospective Analysis of Therapeutic Inertia in T ge 2 Diabetes
Management Across a Diverse Population of Health Care Organizations in the USA. Diabetes Ther. 2021 Feb;12(2):581-594. doi: 10.1007/s13300-020-00993-
w. Epub 2021 Jan 18. PMID: 33460018; PMCID: PMC7846632.

Robert A. Gabbay, Debbie Kendall, Christine Beebe, John Cuddeback, Todd Hobbs, Naeem D. Khan, Sandra Leal, Eden Miller, Lucia M. Novak, Swapnil N.
Rajpathak, Paul Scribner, Luigi Meneghini, Kamlesh Khunti; Addressing Therapeutic Inertia in 2020 and Beyond: A 3-Year Initiative of the American Diabetes

Samhsa proposes update to Federal Rules to expand access to opioid use disorder treatment and help close dgap in care. SAMHSA. (2022, December 13).
Retrieved March 1, 2023, from https://www.samhsa.gov/newsroom/press-announcements/20221213/update-federal-rules-expand-access-opioid-use-
disorder-treatment Association. Clin Diabetes 1 October 2020; 38 (4): 371-381. https://doi.org/10.2337/cd20-0053.

USDA. }n.d.). FDA approves novel, dual-targeted treatment for type 2 diabetes. U.S. Food and Drug Administration. Retrieved March 1, 2023, from
https://www.fda.gov/news-events/press-announcements/fda-approves-novel-dual-targeted-treatment-type-2-diabetes


https://diatribe.org/your-guide-2022-changes-ada-standards-care
https://investor.lilly.com/news-releases/news-release-details/lilly-cuts-insulin-prices-70-and-caps-patient-insulin-out-pocket
https://www.kidney.org/kidneydisease/siemens_hcp_quickreference
https://doi.org/10.2337/cd20-0053

Questions?

amai2@tulane.edu




