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• Crizotinib

• Ceretinib

• Alectinib

• Lorlatinib

• Brigatinib

• Ensartenib

ALESIA – 5 year update & 
Optimal Sequencing of TKIs in ALK+ NSCLCMy first Reactions….My subsequent reactions….



Alectinib vs crizotinib in Asian patients with treatment-
naïve advanced ALK+ non-small cell lung cancer: 5-year 

update from the Phase 3 ALESIA study

Thanyanan B et. al ESMO ASIA 2022



ALESIA: alectinib vs crizotinib in treatment-naïve Asian patients
with advanced ALK+ NSCLC

• Stratification factors: ECOG PS (0/1 vs 2) 
and CNS metastases at baseline (yes vs no)

• Primary endpoint: PFS by INV
• Secondary endpoints: Time to CNS 

progression by IRC, ORR by INV,
DOR by INV, OS and safety

• Median duration of survival follow-up:
61 months alectinib vs 51 months crizotinib

Thanyanan Baisamut (Reungwetwattana)

Patients were enrolled from China, Thailand and South Korea. *Asymptomatic CNS metastases allowed. 
Data cut-off 16 May 2022. ClinicalTrials.gov: NCT02838420. CNS, central nervous system; DOR, duration of response; ECOG PS, Eastern Cooperative Oncology Group performance status; IHC, immunohistochemistry; INV, investigator
IRC, independent review committee; NSCLC, non-small cell lung cancer; ORR, objective response rate; OS, overall survival; PFS, progression-free survival

2:1

N=187
R

Alectinib
600mg twice daily

Crizotinib
250mg twice daily

Treat until disease 
progression, toxicity, 
withdrawal or death

No crossover permitted

Stage IIIB/IV ALK+ NSCLC*
• Asian patients
• Treatment naïve 
• ECOG PS 0–2
• Central ALK testing (Ventana IHC)

Baseline demographics
Alectinib

n=125
Crizotinib

n=62
Age, years Median (range) 51.0 (21−78) 49.0 (28−83)
Gender, % Male / Female 51.2 / 48.8 54.8 / 45.2
ECOG PS, % 0–1 / 2 96.8 / 3.2 98.4 / 1.6

Smoking status, % Active smoker / Non-smoker / 
Past smoker 3.2 / 67.2 / 29.6 4.8 / 72.6 / 22.6

CNS metastases by IRC, % Yes 35.2 37.1
CNS metastases by INV, % Yes 33.6 32.3
Prior brain radiation, % Yes 6.4 8.1



Updated analyses from ALESIA demonstrate durable PFS benefit for 
alectinib versus crizotinib, irrespective of CNS involvement at baseline

Thanyanan Baisamut (Reungwetwattana)
Data cut-off 16 May 2022. CI, confidence interval; CNS, central nervous system; HR, hazard ratio; ITT, intent-to-treat; mets, metastases; PFS, progression-free survival
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Crizotinib (n=23)

With CNS mets at baseline
Alectinib (n=44)

PFS according to CNS status at baseline

Alectinib
n=125

Crizotinib
n=62

Median PFS, months
(95% CI)

41.6
(33.1–58.9)

11.1
(9.1–18.4) 

HR (95% CI) 0.33 (0.23–0.49)

With CNS mets at baseline
Alectinib 

n=44
Crizotinib

n=23
Median PFS, months
(95% CI)

42.3
(27.8–60.7)

9.2
(5.5–12.2) 

HR (95% CI) 0.17 (0.09–0.33)

Without CNS mets at baseline
Alectinib 

n=81
Crizotinib

n=39
41.6

(29.5–64.9)
12.7

(9.2–27.6) 
0.45 (0.29–0.71)



A clinically meaningful improvement in 5-year OS rate was observed 
for alectinib compared with crizotinib

Thanyanan Baisamut (Reungwetwattana)
Data cut-off 16 May 2022. CI, confidence interval; CNS, central nervous system; HR, hazard ratio; ITT, intent-to-treat; mets, metastases; NE, not evaluable; OS, overall survival; pts, patients

Alectinib
n=125

Crizotinib
n=62

Pts with event, n (%) 41 (32.8) 26 (41.9)
Median OS, months
(95% CI)

NE
(NE–NE)

NE
(45.5–NE) 

HR (95% CI) 0.60 (0.37–0.99)
5-year OS rate, %
(95% CI)

66.4
(57.9–74.9)

56.0
(43.0–69.1) 

Pts remaining at risk, n 69 25
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With CNS mets at baseline Without CNS mets at baseline
Alectinib 

n=44
Crizotinib

n=23
Alectinib 

n=81
Crizotinib

n=39
Pts with event, n (%) 16 (36.4) 12 (52.2) 25 (30.9) 14 (35.9)
Median OS, months
(95% CI)

NE
(51.4–NE)

46.2
(12.2–NE)

NE
(NE–NE)

NE
(59.8–NE) 

HR (95% CI) 0.40 (0.19–0.85) 0.81 (0.42–1.55)
5-year OS rate, %
(95% CI)

63.6
(48.9–78.3)

39.3
(17.4–61.2)

67.8
(57.4–78.2)

64.9
(49.3–80.4)

Pts remaining at risk, n 25 6 44 19



Treatment with alectinib delayed the time to CNS progression*

Thanyanan Baisamut (Reungwetwattana)

*Derived from investigators' assessment. CNS PD = CNS Target Lesion PD per RECIST version 1.1, appearance of new CNS lesion(s), and/or unequivocal PD of Non-Target CNS lesion(s) 
Data cut-off 16 May 2022. CI, confidence interval; CIR, cumulative incidence rate; CNS, central nervous system; HR, hazard ratio; PD, progressive disease

Alectinib 
n=125

Crizotinib
n=62

CNS progression without prior systemic progression
Patients with events, n (%) 18 (14.4) 22 (35.5)
Cause-specific HR (95% CI) 0.16 (0.08–0.32)
Estimated cumulative incidence, % (95% CI)

At 36 months 11.6 (6.7–18.1) 34.0 (22.1–46.2)
At 60 months 14.2 (8.6–21.1) 37.4 (25.0–49.7)
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CIR: 
11.6% (95% CI 6.7–18.1)

CIR:
14.2% (95% CI 8.6–21.1)

CIR: 
34.0% (95% CI 22.1–46.2)

CIR:
37.4% (95% CI 25.0–49.7)



Post-progression therapy

Thanyanan Baisamut (Reungwetwattana)

Data cut-off 16 May 2022. PD, progressive disease; VEGF, vascular endothelial growth factor

Alectinib
n=125

Crizotinib
n=62

Patients with PD, n 68 48
Anti-cancer therapy after PD, n (%) 42 (61.8) 38 (79.2)
ALK inhibitor, n (%) 25 (36.8) 28 (58.3)

Alectinib 5 (7.4) 14 (29.2)
Lorlatinib 8 (11.8) 6 (12.5)
Brigatinib 6 (8.8) 7 (14.6)
Crizotinib 7 (10.3) 2 (4.2)
Ceritinib 3 (4.4) 4 (8.3)
Ensartinib 2 (2.9) 1 (2.1)
Investigational drug 1 (1.5) 0

Chemotherapy, n (%) 24 (35.3) 15 (31.3)
Anti-VEGF therapies, n (%） 9 (13.2) 3 (6.3)
Immunotherapy, n (%) 3 (4.4) 2 (4.2)
Other therapies, n (%) 6 (8.8) 7 (14.6)

More crizotinib patients (79.2% vs 61.8% alectinib) received at least one anti-cancer therapy post-progression
Approximately 30% of patients in the crizotinib arm received alectinib after their disease progressed



The safety profile of alectinib remained favourable with longer follow-
up; no new safety signals were observed

Thanyanan Baisamut (Reungwetwattana)

*Three additional fatal events occurred during the longer follow-up: one was due to COVID-19 pneumonia, and the other two were reported as ‘death’ and not related to alectinib treatment
Data cut-off 16 May 2022. AE, adverse event; ALT, alanine aminotransferase; ECG, electrocardiogram

Event, n (%)
Alectinib 
(n=125)

Crizotinib 
(n=62)

Patients with ≥1

All grade AEs 125 (100) 62 (100)

Serious AEs 35 (28.0) 18 (29.0)

Grade ≥3 AEs 60 (48.0) 34 (54.8)

Fatal AEs 5 (4.0)* 3 (4.8)

AEs leading to treatment discontinuation 14 (11.2) 9 (14.5)

AEs leading to dose reduction 33 (26.4) 17 (27.4)

AEs leading to dose interruption 33 (26.4) 19 (30.6)

Grade ≥3 AEs with ≥3% difference
in frequency between treatment arms, n (%)

Alectinib 
(n=125)

Crizotinib 
(n=62)

Weight increased 11 (8.8) 1 (1.6)
Blood creatine phosphokinase increased 8 (6.4) 2 (3.2)
ALT increased 3 (2.4) 4 (6.5)
Nausea 1 (0.8) 3 (4.8)
Neutrophil count decreased 0 9 (14.5)
ECG QT prolonged 0 3 (4.8)
White blood cell count decreased 0 3 (4.8)
Decreased appetite 0 3 (4.8)
Hyponatraemia 0 3 (4.8)
Interstitial lung disease 0 3 (4.8)
Vomiting 0 3 (4.8)
Bradycardia 0 2 (3.2)
Hepatic function abnormal 0 2 (3.2)

Median treatment duration was more than three-times greater for alectinib (42.3 months)
compared to crizotinib (12.6 months)



Conclusions: 5-year update from the Phase 3 ALESIA study

Thanyanan Baisamut (Reungwetwattana)

With at least 5 years of follow-up, 1L alectinib 600mg twice daily continues 
to demonstrate clinical benefit to Asian patients with advanced ALK+ NSCLC, 

consistent with that observed in the global ALEX study

Treatment with alectinib also delayed the time to CNS progression

This clinical benefit, coupled with a tolerable and manageable safety profile,
confirms alectinib as standard-of-care treatment

for patients with advanced ALK+ NSCLC



Case scenario: 

• 50-year old woman

• No history of smoking 

• c/o severe left back pain, breathlessness and cough since 3 months

• CT shows mass in the left lower lobe and moderate ipsilateral pleural effusion

• Histopathology reveals moderately differentiated adenocarcinoma

• EGFR wild, ALK positive by IHC

• PET CT: Lung carcinoma with pleural effusion; brain and skeletal mets.

• Final diagnosis: NSCLC, stage IV, ALK rearranged



How do you diagnose ALK rearranged NSCLC?

• IHC

• IHC for screening and confirm by FISH

• FISH

• PCR

• NGS

What is the ALK positivity rate in your centre??

Concordance between NGS and FISH and IHC???
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What about patients who are positive by IHC and Negative by FISH?

ALK IHC-positive and FISH-negative (n = 39)
Inv assessed PFS   HR=1.33 (95% CI: 0.6–3.2)

Alectinib = 3.8 mo [95% CI: 1.9–NE]) 

Crizotinib = 7.4 mo [95% CI: 2.7–22.1.

The Kaplan-Meier curves crossed, and median PFS times were low for both alectinib and crizotinib.
Note:  The number of patients at risk was very small in these non-prespecified subgroups.

T. Mok et al JTO 2021
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What are the key factors you consider when selecting the first line 
treatment for patients with advanced ALK+NSCLC?
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• Key drivers for treatment decisions

– Available clinical evidence

– Efficacy in 1st Line

– CNS efficacy

– Long term safety 

– Resistance pattern 

– After progression, later options availability

– Cost cost cost

Crizotinib

Ceritinib

Alectinib

Lorlatinib

chemother
apy

Don’t forget the 
comorbidities!!!



Lets discuss the pros and cons of all the available drugs….



Pros and Cons of Crizotinib
• PROs

• -the first mover advantage

• - relatively cost effective

• Good clinical experience

• -PFS – 10-12 months

• Toxicity profile- easy to manage

• CONS
– PFS is only 10-12 months

– Doesn’t cross Blood brain barrier

– 10 months of crizalk- 6-8 months of 2ng gen TKIs- 6 
month of 3rd gen TKIs- overall OS in RWE- 30-32 
months

– Hepatotoxicity could be a concern
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Median OS for 1st line Crizotinib: 29.3 
months

1 year survival rate: 77.9%
2 year survival rate: 57.2%
3 year survival rate: 40.2%
4 year survival rate:26.5%
5 year survival ate: 10.6%



Median OS for 1st line Crizotinib ECOG PS
ECOG 0-2: 30.8months
ECOG 3-4: 11.8months

P value:0.001



Pros and Cons of Ceretinib
• PROs

– PFS- 16.6 months

– Has reasonable BBB activity

– Cost effective in Indian scenario

• CONS

• -No head to head data with Crizalk

• -Toxicity profile

– Hyperglycemia, nausea, vomiting, Hyperamylasemia

• What after Ceretinib?

-3rd Gen TKIs- 6 months- chemo- BSC



Pros and Cons of Alectinib…
• PROS

• - Impressive PFS

• Impressive Os

• Favorable toxicity profile

• Crosses BBB

• CONS
• The ideal dosage
• J ALEX vs ALEX
• What if CROWN surpasses ALEX!!!!





ALEX – updated OS <br />(median follow-up 48.2 mo)

Presented By Ryan Gentzler at TBD



1st line alectinib
• Median os: NOT REACHED
• 1yr survival rate: 88.2%
• 2 yr survival rate: 69.3%
• 3 yr survival rate: 69.3%

1st line 
ceritinib

• Median os: 24.3 months
• 1yr survival rate: 76.5%
• 2 yr survival rate: 49.1%
• 3 yr survival rate: 48.7%



Pros and Cons of Lorlatinib
• PROS

• - Impressive HR for PFS

• Impressive HR for OS

• Crosses BBB

• CONS

• Unfavorable toxicity profile

• What after Lorlatinib

• Final Data remains to be seen



• Primary Endpoint: PFS by BICR

BICR, blinded independent central review; CI, confidence interval; HR, hazard ratio; NE, not estimable; PFS, progression-free survival
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Lorlatinib

Crizotinib

Lorlatinib
(n=149)

Crizotinib
(n=147)

Patients with event, 
n (%) 41 (28) 86 (59)

Median PFS, months 
(95% CI)

NE
(NE–NE)

9.3
(7.6-11.1)

HR 
(95% CI)
1-sided P value*

0.28
(0.19-0.41)

<0.001

*By stratified log-rank test.

12-month PFS rate: 

78% (95% CI, 70–84)

12-month PFS rate: 

39% (95% CI, 30–48)

Lorlatinib is not currently approved in 1L in India

Data is still immature



Year wise usage of different 1st line TKI 
drugs
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Feedback: Clinical experience with Alectinib

• How would you describe the impact /usage of first-line Alectinib on your patients’ 
lives?



32

Feedback: Clinical experience with Alectinib

How does the safety and tolerability profile of Alectinib compare with other ALK 
inhibitors?

Any peculiar side effect that you have encountered??
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Most common AEs and AEs of interest for 1L ALK inhibitors

Cross-trial comparisons should be treated with caution due to differences in study designs and patient populations.
*Most common any-grade AEs shown; †Most common treatment-related AEs shown; ‡Percentages not included in presentations; ¶Comprising a 
cluster of adverse events including (in descending order): visual impairment, photopsia, blurred vision, vitreous floaters, reduced visual acuity, 
diplopia and photophobia; ‖Brigatinib AE of interest: 3% (4/136) of patients on brigatinib had early-onset ILD/pneumonitis in the ALTA-1L study
(0% on crizotinib)4; early-onset ILD/pneumonitis is a serious and potentially life-threatening event that is associated with brigatinib4,7

1L = first-line; AE = adverse event; ALK = anaplastic lymphoma kinase; ALT = alanine aminotransferase
AST = aspartate aminotransferase; CPK = creatine phosphokinase; ILD = interstitial lung disease

1. Mok, et al. Ann Oncol 2020; 2. Solomon, et al. N Engl J Med 2014
3. Soria, et al. Lancet Oncol 2017; 4. Camidge, et al. J Clin Oncol 2020

5. Horn, et al. WCLC 2020; 6. Shaw, et al. N Engl J Med 2020
7. Ng, et al. J Thorac Oncol 2020 

Crizotinib (PROFILE 1014)2,*

• Vision disorders (71%)¶

• Diarrhoea (61%)
• Oedema (49%)
• Vomiting (46%)

Alectinib (ALEX)1,*

• Constipation (37%)
• Anaemia (26%)
• Fatigue (22%)

Brigatinib (ALTA-1L)4,*

• Diarrhoea (52%)
• CPK increase (46%)
• Cough (35%)
• Early-onset ILD/

pneumonitis‖

Ceritinib (ASCEND-4)3,*

• Diarrhoea (85%)
• Nausea (69%)
• Vomiting (66%)
• ALT increase (60%)

Approved

Lorlatinib (CROWN)6,*

• Hypercholesterolaemia (70%)
• Hypertriglyceridaemia (64%)
• Oedema (55%)
• Increased weight (38%)
• Cognitive effects (21%)
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1) What are your views on the safety data of Alectinib and other ALK inhibitors?

2) How does the safety and efficacy data of Alectinib help your patients for taking 
treatment in the longer run without any serious complications or supportive 
therapy? 

safety

efficacy
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What about the sequencing approach??
● Are there any takers for a sequencing approach ( a La EGFR mutant NSCLC approach)-to 

start with crizotinib and follow on progression with alectinib??



Would you reserve Alectinib for second line??



There are now treatment sequence options for patients with advanced 
ALK+ NSCLC

*Adapted and updated from Ferrara et al, 2018.10 For illustration purposes only; note that cross-trial comparisons 
should be interpreted with caution due to differences in study design, size, patient population and data maturity 
Median PFS for ALK TKIs that are currently approved in the 1L or ≥2L setting are shown; †Median PFS by IRC; 
‡Median PFS by INV; §Median PFS by BIRC; ¶Data from the EXP4 + EXP5 group (two or three prior ALK TKIs ± CT); 
‖Lorlatinib PFS data following ceritinib or alectinib in any line;, many treatment  options may not be available or approved in 
India, refer individual pack inserts of products for most updated information

1. Solomon, et al. N Eng J Med 2014; 2. Mok, et al. Ann Oncol 2020
3. Shaw, et al. Lancet Oncol 2017; 4. Besse, et al. ASCO 2018
5. Wolf, et al. WCLC 2019; 6. Huber, et al. J Thorac Oncol 2020
7. Camidge, et al. ESMO Asia 2019; 8. Socinski, et al. ASCO 2018
9. Ateolizumab Prescribing information December 2020 V 16; 10. Ferrara, et al. J Thorac Oncol 2018

Median PFS (months)*

Treating with 1L alectinib provides with the longest duration of disease control along with a defined treatment sequence, 
improving the prognosis for patients with advanced ALK+ NSCLC

Approved later-line 
(≥2L) therapies 

16.6 Lorlatinib
(Phase I / II)4 7.3‖Ceritinib

(ASCEND-4)7§

Alectinib
(ALEX)2‡ 34.8 5.5‖Lorlatinib

(Phase I / II)4

Brigatinib
(ALTA)6† 16.7Crizotinib

(PROFILE 10141† or ALEX6‡) 10.9 Lorlatinib
(Phase I / II)4 6.9¶

Alectinib 
(ALUR)5‡ 10.9Crizotinib

(PROFILE 10141† or ALEX2‡) 10.9 Lorlatinib
(Phase I / II)4 6.9¶

Ceritinib
(ASCEND-5)3§5.4Crizotinib

(PROFILE 10141† or ALEX2‡) 10.9 Lorlatinib
(Phase I / II)4 6.9¶

Brigatinib
(ALTA-1L)7‡ 29.4

IMpower150
regimen8,9**

Chemotherapy 
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(Disclaimer: Not approved in India)



• How would you treat progression on 
– First Generation ALK TKIs??
– Second generation ALK TKIs
– Third generation ALK TKIs??

What is the role of Rebiopsy???

38

What about Progression on ALK TKIs??



Framework for Resistance

Presented By Justin Gainor at 2019 ASCO Annual Meeting

On target 
resistance 
pathway

Off target resistance 
pathway



ALK Resistance Mutations are More Common After Progression on Second-Generation ALK inhibitors

Presented By Justin Gainor at 2019 ASCO Annual Meeting



What does the future behold for ALK rearranged 
NSCLC??
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Case 1 
● 74 year old male, SS
● Diagnosed as NSCLC, ALK rearranged
● No brain mets at diagnosis
● Received Crizotinib for 10 months
● Now has extracranial and intra cranial progression
● your choice of treatment:

– 2nd gen TKIs: Ceretinib/Alectinib

– 3rd gen TKIs- Lorlatinib

– Chemotherapy??

– rebiopsy??
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The case continues…
 Patient was started on Alectinib
 PET CT after 6 months: 

Your management options
•Change of ALK TKI
•Rebiopsy
•RT to oligoprog site 
•Any other??
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The case continues…

The patient underwent Rebiopsy and RT to 
oligoprogressive site…

What next??
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WARNING: To be sold by the retail on the prescription of an Oncologist only
ABRIDGED PRESCRIBING INFORMATION
(Alecensa ®) SUMMARY OF PRESCRIBING INFORMATION:
Generic Name: Alectinib Capsules
Brand Name: Alecensa®
Indications: Alecensa is indicated for the first-line treatment of patients with Anaplastic Lymphoma Kinase (ALK)-positive locally advanced or metastatic non-small cell lung cancer (NSCLC). Alecensa is indicated for the treatment of patients with anaplastic lymphoma kinase (ALK)- positive, metastatic non-small cell 
lung cancer (NSCLC) who have progressed on or are intolerant to Crizotinib. Type of Dosage Form: Alecensa® is supplied as hard capsules containing 150 mg of alectinib. Dosage and administration: Standard Dosage - The recommended dose of Alecensa is 600 mg (four 150 mg capsules) given orally, twice daily 
(total daily dose of 1200 mg). Alecensa hard capsules should be taken with food, swallowed whole and must not be opened or dissolved. Patients with underlying severe hepatic impairment should receive a dose of 450 mg given orally twice daily (total daily dose of 900 mg). Duration of Treatment - It is recommended 
that patients are treated with Alecensa until disease progression or unmanageable toxicity. If a planned dose of Alecensa is missed, patients can make up that dose unless the next dose is due within 6 hours. If vomiting occurs after taking a dose of Alecensa, patients should take the next dose at the scheduled time.
Dose Modifications - Management of adverse events may require temporary interruption, dose reduction, or discontinuation of treatment with Alecensa. The dose of Alecensa should be reduced in steps of 150 mg twice daily based on tolerability. Alecensa treatment should be permanently discontinued if patients are 
unable to tolerate the 300 mg twice daily dose. Use in Special Populations: Pediatric use: The safety and efficacy of Alecensa in children and adolescents (<18 years) have not been studied. Geriatric use: No dose adjustment of Alecensa is required in patients ≥ 65 years of age. Renal Impairment - No dose 
adjustment is required in patients with mild or moderate renal impairment. Alecensa has not been studied in patients with severe renal impairment, however since alectinib elimination via the kidney is negligible, no dose adjustment is required in patients with severe renal impairment. Hepatic Impairment - No dose 
adjustment is required in patients with underlying mild or moderate hepatic impairment. Patients with underlying severe hepatic impairment should receive a dose of 450 mg given orally twice daily (total daily dose of 900 mg). Contraindications: Alecensa is contraindicated in patients with a known hypersensitivity to 
alectinib or any of the excipients. Warnings and Precautions: Interstitial lung disease (ILD)/Pneumonitis - Cases of ILD/pneumonitis have been reported in clinical trials with Alecensa. Patients should be monitored for pulmonary symptoms indicative of pneumonitis. Alecensa should be immediately interrupted in 
patients diagnosed with ILD/pneumonitis and should be permanently discontinued if no other potential causes of ILD/pneumonitis have been identified. Hepatotoxicity - Elevations in alanine aminotransferase (ALT) and aspartate aminotransferase (AST) greater than 5 times the upper limit of normal (ULN) as well as 
bilirubin elevations of more than 3 times the ULN occurred in patients in pivotal clinical trials with Alecensa. In the pivotal Alecensa clinical trials, it was reported that three patients with Grade 3- 4 AST/ALT elevations had drug induced liver injury. Based on the severity of the adverse drug reaction, withhold Alecensa
and resume at a reduced dose, or permanently discontinue Alecensa. Severe Myalgia and Creatine Phosphokinase (CPK) elevation - Myalgia or musculoskeletal pain was reported in patients in pivotal trials with Alecensa, including Grade 3 events. Assess CPK levels every two weeks for the first month of treatment 
and as clinically indicated in patients reporting symptoms. Based on the severity of the CPK elevation, withhold Alecensa, then resume or reduce dose. Bradycardia - Symptomatic bradycardia can occur with Alecensa. Heart rate and blood pressure should be monitored as clinically indicated. If patients experience 
symptomatic bradycardia or life-threatening events, concomitant medications known to cause bradycardia, as well as antihypertensive medications should be evaluated and Alecensa treatment should be adjusted. Photosensitivity - Photosensitivity to sunlight has been reported with Alecensa administration. Patients 
should be advised to avoid prolonged sun exposure while taking Alecensa and for at least 7 days after discontinuation of treatment. Patients should also be advised to use a broad spectrum Ultraviolet A (UVA)/ Ultraviolet B (UVB) sun screen and lip balm (SPF ≥50) to help protect against potential sunburn. Embryo-
fetal toxicity - Alecensa may cause fetal harm when administered to a pregnant woman. When administrated to pregnant rats and rabbits, alectinib caused embryo-fetal toxicity. Female patients of child bearing potential, or women of child-bearing potential who are partners of male patients receiving Alecensa, must 
use highly effective contraceptive methods during treatment and for at least 3 months following the last dose of Alecensa Use in Special population: Pregnancy Women of childbearing potential must be advised to avoid pregnancy while on Alecensa. No clinical studies of Alecensa in pregnant women have been 
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