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Disclaimer:

This webinar is organized by Iranian Society of Pulmonologists in collaboration with
Cobel Darou.

The presentations are fully scientific and do not contain promotional contents.

I have not received any speaker fee for this presentation.

The CME responsibility is not with Cobel Darou.

The content is selected and prepared by Iranian Society of Pulmonologists.

Adverse event reporting and Medical Information queries for Cobel Darou GSK
marketed products will be sent to Cobel Darou via the link at the final slide.

C<3€EL DNANROU




Vivienne Kahlmann?, Catharina C. Moor?, Caroline E. Broos?, Johannes C.C.M. in "t Veen2, Maria J. Overbeek3, Marco J.J.H.

Grootenboers?, Roxane Heller>, Rémy L. Mostard®, Marlies S. Wijsenbeek?!

1. Centre of Excellence for Interstitial Lung Diseases and Sarcoidosis, Department of Respiratory Medicine, Erasmus MC, University Medical Center, Rotterdam, the Netherlands; 2. Department of Pulmonology,
Franciscus Gasthuis & Vlietland, Rotterdam, The Netherlands; 3. Department of Pulmonology, Haaglanden Medical Center, The Hague, The Netherlands; 4. Department of Pulmonary Medicine, Amphia
hospital, Breda, The Netherlands; 5.Department of Pulmonology, lkazia hospital, Rotterdam, The Netherlands; 6. Department of Respiratory Medicine, Zuyderland Medisch Centrum Heerlen, Heerlen, The

Netherlands

Co3€L DAROU




Corticosteroids

Corticosteroid medications are considered the first line of treatment for sarcoidosis
that requires therapy. Oral corticosteroids effectively reduce systemic inflammation
in most people, thereby slowing, stopping or even preventing organ damage.
Corticosteroids may be prescribed alone or with other medications. Although there is
no standard dosage or duration of corticosteroid therapy, the charts in this mono-
graph will provide guidelines for individual organ involvement. It is recommended
that patients on corticosteroids long term be monitored for osteoporosis and treated

appropriately.

Topical corticosteroids or intralesional injections may be prescribed for cutaneous
involvement, and eye drops may be prescribed for uveitis. Corticosteroid inhalers
may be useful in those with evidence of bronchial hyperactivity.
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Background and aims

Background

* Prednisone is the cornerstone of treatment for sarcoidosis

e Current guidelines are largely based on expert opinion

* There is a major need to optimize treatment and tapering regimes

Aim
* |n this study we aimed to assess the long-term response to prednisone treatment in a
cohort of newly treated patients with pulmonary sarcoidosis

Co-3el DAROU Baughman RP, Eur Respir J. 2021; Statement on sarcoidosis, Am J Respir Crit Care Med. 1999; Thillai M, Thorax. 2021; Broos CE, Eur Respir J. 2018 1\




Pulmonary Sarcoidosis

I
1 | | |
Minimal symptoms

e.g. cough

Follow with PFTs Inhaled corticosteroids Chest x-ray stage Il or Evaluate for pulmonary
higher PFTs below normal hypertension

I Dyspnea |

Asymptomatic Moderate disease Severe disease

No response, consider I Begin prednisone*
oral steroids I l

20-40mg daily

Only one present Two or more present

Begin prednisone*
20-40mg daily

Follow at least Taper dose over next
3 months 3-6 months

Prednisone* >10mg daily

Consider steroids

*Where prednisone is indicated, an equivalent dose of Prednisone* <10mg daily or toxicit
corticosteroids (i.e. methylprednisolone) could also be used. Y

*+Cytotoxic drugs include: methotrexate, azathioprine, I |
mycophenolate and leflunomide.

++Anti-TNF therapy includes infliximab and adalimumab.

Continue prednisone® Add cytotoxic drug*

If no response consider
anti-TNF therapy**

[11Kahlmann V, Moor CC, Broos CE, In’'T Veen JCCM, Overbeek MJ, Grootenboers MJJH, et al. Long-term response to prednisone in newly treated
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*  Prospective cohort study

* Treatment naive patients with pulmonary
sarcoidosis (FVC<85%) were included

* Major endpoint: FVC change

* Patients were treated with a predefined
prednisone schedule

- Initiated at 40mg
- Tapered to 10mg maintenance (wk 10)

(Hospital visits [efé Physical examination

- Baseline

- Month 1 Pulmonary function
- Month 3 |

- Month 6 Blood samples

- Month 9

\Month 12 ”j%: SROMS

Assessments during study visits

* PROMS: dyspnoea Medical Research Council (MRC) scale, Fatigue
Assesment Scale (FAS), St. George Respiratory Questionnaire (SGRQ) and
short form health survey (SF-36), Kings Sarcoidosis Questionnaire (KSQ)

[11Kahlmann V, Moor CC, Broos CE, In’'T Veen JCCM, Overbeek MJ, Grootenboers MJJH, et al. Long-term response to prednisone in newly treated
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Baseline Characteristics

Demographic and Clinical Characteristics at baseline (n=25)
* Plus—minus values are means +SD

Age - years 42.9+10.6

Sex (Male/Female) 17/8 Two patients were excluded from analysis:

Eace' no. (%) 14 (569%) - Use of immunosuppressive therapy in the past (n=1)
aucasian 6 . .

PP B — - Inabll.lty to perform a technical correct pulmonary

Asian 4 (16%) function test (n=1)

Weight (kg) 80.4 +15.9

BMI 26.3+5.3

Smoking — no. (%)

Never 17 (68%)

Former 7 (24%)

Current 2 (8%)

Pulmonary function test — % of predicted

FVC 69.9+13.6

DLCOc 60.71£18.2

Extra thoracic involvement — no. (%)

Skin 3(12%)

Eyes 3(12%)

Articular 8 (32%)

Liver 2 (8%)

Spleen 2 (4%)

Bones 1 (4%)

[11Kahlmann V, Moor CC, Broos CE, In’'T Veen JCCM, Overbeek MJ, Grootenboers MJJH, et al. Long-term response to prednisone in newly treated
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Results - Pulmonary function tests

Forced vital capacity (FVC (%) Diffusion capacity (DLCOc (%)
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* FVCimproved significantly between baseline and month 1 (meanA +11.5%+8.5SD, p<0.001)

e After month 1 FVC remained stable up to month 12 (meanA +2.5%+8.2%SD, p=0.19)

* DLCOc improved significantly between baseline and month 1 (meanA +12.5%+7.8%, p<0.001)
e After month 1 DLCOc remained stable up to month 12 (mean A 2.2%+12.3%, p=0.47)

[11Kahlmann V, Moor CC, Broos CE, In’'T Veen JCCM, Overbeek MJ, Grootenboers MJJH, et al. Long-term response to prednisone in newly treated
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Results - Symptoms and quality of life

Symptoms and quality of life assessed during prednisone treatment *

Questionnaire Baseline Month 1 Month 12
Dyspnoea Medical Research Council scale; max score 5 (n=20); 2.42+1.0 1.42+0.8 1.37+1.2
Fatigue Assessment Scale; max score 50 (n=20) 26.5+10.7 20.317.0 22.1+7.9
King’s Sarcoidosis Questionnaire; max score 100 (n=11)

General health score 70.8%£22.0 80.4 +16.8 75.7+£22.4
Lung score 72.5%17.3 85.1+17.5 80.3124.6

*Data is shown in mean + SD; Only patients with data available at all three time points were
included

All guestionnaires improved significantly (p < 0.05) from baseline to month 1 and remained stable

from month 1 to month 12.
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Results — Weight change

|
|
|

Baseline Maonth 1 Month 3 Month & Month 9 Month 12

Weight increased with mean 8.2kg +6.2 SD (p<0.001) between baseline and 1 year
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Results - Medication use at one year

Prednisone £ 10mg +
Azathioprine

Predni <10
rednisone mg 14%

+ Methotrexate Prednisone < 10mg

Methotrexate

Medication use at month 12 (n=22)
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Conclusion

* Major clinical improvement occurred within 1 month after start of
prednisone

* After 1 month, lung function, QoL and symptoms remained stable up until 1
year irrespective of prednisone tapering schedule

* These results can help optimize treatment schedules and inform future trial
design
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For adverse events reporting of any GSK products,
kindly call: (021) 88664496 or (021) 88208129
or E-mail: pv@cobeldarou.com

For full Prescribing Information and any Medical
Information queries please email:
medinfo@cobeldarou.com
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