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• CTRT IN HEAD AND NECK CANCER 

• NACT IN HEAD AND NECK CANCER

• PALLIATIVE SYSTEMIC THERAPY –

• Expectation

• metronomic

• triple metronomic

• Low dose immunotherapy



Effects of Chemotherapy on Survival at 5 Years: 

From the Meta-Analysis

Trial Category No. of Trials No. Patients Absolute Benefit
P value

at 5 years

All trials 65 10850 +4 <0.0001

Adjuvant 8 1854 +1 0.74

Induction 31 5269 +2 0.10

PF 15 2487 +5 0.01

Other Chemo 16 2782 0 0.91

Concomitant 26 3727 +8 <0.0001

Pignon/Lancet2000

Monnerat, et al. Annals of 
Oncology, 13: 995-1006, 2002.



Site wise outcomes



• CISPLATIN ELIGIBLE PATIENTS



Chemoradiation benefit in OS – 30 mg/m2
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Ghosh-Laskar et al. Head Neck. 2016 Feb;38(2):202-7
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DOES WEEKLY CISPLATIN IMRPOVE OUTCOME

Oral Cavity Adjuvant Therapy (OCAT)
Phase III, Randomized Controlled Trial of Surgery followed by

Conventional RT (5 fr/wk) vs Concurrent CT-RT vs Accelerated RT 
(6fr/wk) in Locally Advanced, Resectable, Squamous  Cell Carcinoma 

of Oral Cavity NCT00193843

ASCO, 2016



OCAT data 
( high risk) 

1. 5 yr LRC – 55% VS 39% , CTRT 
vs 5DRT  (HR =0.61 , 95% CI-
0.40-0.92,p=0.02)

2. 5 yr OS- 38% VS 16%, CTRT vs 
5DRT  (HR =0.61 , 95% CI-
0.40-0.92,p=0.02)



T3-T4 with N2-N3 LN (OCAT data)

Laskar et al JCO.2016.34.15_suppl.6004 



IS 3 WEEKLY CISPLATIN BETTER THAN WEEKLY CISPLATIN 



Randomized 

1:1

Open Label

Weekly cisplatin 
30mg/m2 with 

RT

3-weekly cisplatin 
100mg/m2

D1,22,43 of RT

Ke ELIGIBILITY CRITERIA
• Age < 70 yrs
• SCC of oral cavity/ pharynx/ 

larynx/ cervical lymphadenopathy 
of unknown primary

• Stage III / IV, no distant mets
• Adjuvant or definitive CRT
• If postop: high-risk features: ECE, 

close or + margins, T4 primary, > 2 
LNs + 

• No induction chemotherapy
• Adequate organ function

Stratify
• T-group (T0,1,2 vs 

T3,4)

• N-group (N0,1 vs 
N2,3)

• Therapy intent 
(adjuvant vs 
definitive)

n=150

n=150

Trial Design-W3W

Presented by: Vanita Noronha, Tata Mem 
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RT: 60 Gy/30 fr/6 wks (adj)
70 Gy/35 fr/7 weeks-(def)

F/U: Weekly during CRT, then Q3 mths x 2 yrs, then Q 6 mths
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2-yr LRR: weekly-38.67% vs 3-weekly-24.67% 
p=0.014 by Gray’s test; HR=1.76 (1.11-2.79)
Difference=14% (95% CI:3.59-24.41)

Number at risk 0 10 20 30 40

Weekly Cisplatin 150 75 45 24 15

3 weekly Cisplatin 150 84 54 22 10
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No at risk 0 10 20 30 40

Wkly
Cisplatin

87 51 32 20 13

3 wkly
Cisplatin

143 82 53 22 10
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Concurrent Chemotherapy and External Radiation 
Therapy (ConCERT): An Open Label Non-Inferiority Phase 
III Randomized Controlled Trial of Weekly Vs Three 
Weekly Cisplatin and Radical Radiotherapy in Locally 
Advanced Head and Neck Squamous Cell Carcinoma

On Behalf of All Investigators
Dr ATUL Sharma MD, DM

Professor of Medical Oncology
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atul1@hotmail.com,  atul.sharma@aiims.edu

ATUL SHARMA, CONCERT TRIAL

Abstract number 6004
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Survival data
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Parameter Standard arm No. (%) 

133 (100)

Test arm No.(%)

133 (100)

P value

Median FU (surviving 

patients)

25.7 months

LR failures 65 (48.9) 53 (39.9) 0.139

2 years LRC% 56.39% 60.90%

Median OS  (95% CI) 30 (20.4-39.7) 25.5 (13.3-37.5) 0.751

Median PFS 21.3 20.8 0.377

Median time to LRF 24.3 23 0.347

Mean OS  (95% CI) 27.1 (23.9-30.4) 26.4 (23-29.7)

Mean time to LRF (95% 

CI)

24.8 (21.6-28) 27.6 (24-31.1)

RMST at 40 months 23.25 24.83 (95%CI:-1.86,5.02;

p=0.449

ATUL SHARMA, CONCERT TRIAL
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CISPLATIN

17

• 30 MG/M2 IS BETTER THAN NONE

• 30 MG/M2 IS INFERIOR TO 100 MG/M2 FOR LRC 

• 40MG/M2 IS SIMILAR TO 100 MG/M2 FOR LRC



Can we make it better beyond 
Cisplatin



Randomized 

1:1

Open Label

Weekly 
cisplatin 
30mg/m2

with RT 
(CRT)

Nimotuzumab 
(200mg) -weekly 

cisplatin 
30mg/m2 with  
of RT (NCRT)ELIGIBILITY CRITERIA

• Age > 18 years
• SCC of oral cavity/ 

oropharynx/ 
hypopharynx/ larynx

• Stage III / IV, no 
distant metastasis 

• Definitive CRT
• Adequate organ 

function

Stratify
• T-group (T0,1,2 vs 

T3,4)
• N-group (N0,1 vs 

N2,3)
• Site (Oropharynx 

versus non 
oropharynx)

• Technique of 
radiation 
(conventional 
versus others)

n=268

n=268

Trial Design

RT: 70 Gy/35 #/-7 
weeks

Follow-up: Weekly during CRT, then Q3 months x 2 years, then Q6 
monthly



IMPROVES PFS, DFS, LRC



Vijay M Patil , Tata Memorial Centre 

HPV-Negative  oropharyngeal cancers

2

1



Vijay M Patil , Tata Memorial Centre 
2

2

Hazard ratio-0.63 (0.43-0.92)



Vijay M Patil , Tata Memorial Centre 

Salvage Surgery

2

3



Vijay M Patil , Tata Memorial Centre 
2
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Vijay M Patil , Tata Memorial Centre 

• NIMOTUZUMAB WITH WEEKLY CISPLATIN IS AN 
OPTION FOR TREATMENT FOR LOCALLY ADVANCED 
HEAD AND NECK CANCER WITH RT

2
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Vijay M Patil , Tata Memorial Centre 

•CISPLATIN INELIGIBLE 

2
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Results of phase 3 randomized trial for use of docetaxel as a radiosensitizer in patients with head and neck cancer unsuitable for cisplatin-based chemoradiation

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.

Presenter at BOA India 2022: Dr Vijay Patil
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• In cisplatin ineligible patients 
docetaxel with RT is an option



WHAT AFTER SURGERY AND CTRT





NACT IN ORAL CAVITY CANCER

• What is resectable?



• Resectability in oral cancers
– Balance of morbidity and 

prognosis

– Subjective

– Vary between institute to 
institute & between surgeons 
in same institute

Kreeft et al. Clin. Otolaryngol. 2009, 34, 140–146
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IS THERE ROLE IN TECHNICALLY 
UNRESECTABLE TUMORS



Our Criteria for technical unresectability

Patil et al.Indian J Cancer. 2014 Apr-Jun;51(2):100-3.
Patil et al .Oral Oncology 50 (2014) 1000–1004

http://www.ncbi.nlm.nih.gov/pubmed/25104187


OS ( Sx vs no Sx)

Patil et al .Oral Oncology 50 (2014) 1000–1004

Sx-19.6 months (95% CI, 9.59–25.21 months) vs no Sx-8.16 
months (95%, CI 7.57–8.76) (p = 0.0001)

40% pts
resected









MANDIBULAR PRESERVATION STUDY

Disease Free Survival

Arm Mean
(Months)

At 24
Months

p value 
(Log Rank 
Test)

Standard 35.81 66.5 %

0.39
Intervention 40.01 76.6 %

Median Follow up Period - 26.5 Months  

PI-Dr Devendra Chaukar











• Resectable Disease



Preoperative chemo : OS

Bocci et al. Ann Oncol. 2014 Feb;25(2):462-6.

Lai-ping Zhong et al. JCO 2013;31:744-751

10-year OS (46.5% versus 37.7%; P = 
0.3402; HR = 0.837)

2-year OS was 68.2% and 68.8% in the control 
and experimental arms (P =.918;)

http://www.ncbi.nlm.nih.gov/pubmed/24401930


ORGAN PRESERVATION

The Role of Neo-adjuvant Chemotherapy for 
Mandibular Preservation in Locally 
Advanced Operable Squamous Cell 

Carcinoma of the Oral Cavity- A 
RANDOMIZED TRIAL

Devendra Chaukar



Trial Design 

Standard Arm Intervention  Arm

Segmental Mandibulectomy 

+ 

Appropriate 

Adjuvant RT/ CTRT

NACT   (2 Cycles)

T   - Docetaxel – 75mg/m2 – Day -1
P   - Cisplatin – 75mg/m2 – Day -1
F   - 5 FU – 750mg/m2 – day  1-5

Reassess

Surgery

+
Adjuvant CTRT 

Randomization 



Mandible Preservation 

• Intervention Arm 

48 % ( 16 / 34 ) 16

16

2

Mandible Preservation

Yes

No

Defaulted



Overall Survival 

Arm Mean
(Months)

At 24
Months

p value 
(Log Rank 
Test)

Standard 37.22 58.8 %

0.27
Intervention 39.22 69.7 %

Median Follow up Period - 26.5 Months  





• PALLIATIVE SYSTEMIC THERAPY



• What patients want?



Expectation & preference

Oral Oncol. 2016 Dec;63:10-15.

https://www.ncbi.nlm.nih.gov/pubmed/27938994


• Distress evaluation



Distress in Palliative head and neck cancer  

Problems Numbers 

(%)200

Problems Numbers (%)

Practical problems

Child care

Housing

Insurance/Finance

Transport

Work/school

133 (66.5%)

59 (29.5%)

71 (35.5%)

116 (58.8%)

74 (37.0%)

14 (7.0%)

Physical problems

Appearance

Bathing/dressing

Breathing

Changes in urination

Constipation

Diarrhea

Eating

Fatigue

Feeling swollen

Fevers

Getting around

Indigestion

Memory/concentration

Mouth sores

Nausea

Nose dry/congested

Pain

Sexual

Skin dry itchy

Sleep

Tingling in hands and feets

143 (71.5%)

83 (41.5%)

20 (10.0%)

07 (3.5%)

02 (1.0%)

10 (5.0%)

-

62 (31.0%)

56 (28.0%)

27 (13.5%)

01 (0.5%)

-

-

4 (2.0%)

5 (2.5%)

2 (1.0%)

1 (0.5%)

130 (65.0%)

3 (1.5%)

2 (1.0%)

61 (30.5%)

12 (6.0%)

Family problems

Dealing with children

Dealing with partner

Dealing with close 

Friend/relative

58 (29.0%)

41 (20.5%)

29 (14.5%)

27 (13.5%)

36 (18.0%)

Emotional problems

Depression

Fears

Nervousness

Sadness

Worry

Loss of interest in usual 

activities

136 (68.0%)

117(58.5%)

109 (54.5%)

109 (54.5%)

117 (58.5%)

112 (56.0%)

49 (24.5%)

Spiritual/religious concerns 9 (4.5%)



Distress relief

Compliant Incompliant Total

Baseline (n=200)

Low distress 86 25 111

High distress 66 23 89

After clinician lead counseling (n=88)

Low distress 39 13 52

High distress 26 10 36

After psychologist lead counseling (n=32)

Low distress 20 04 24

High distress 05 03 08

Distress counselling by clinicians relives distress in 2/3rd of patients



• ONLY 1-2%  OUR PTS CAN TAKE IT

Pembrolizumab and Nivolumab in R/M SCCHN
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Checkpoint inhibitor accessibility in 
15,000+  Indian patients.
Madala Ravikrishna, Vijay Patil, George Abraham, Atanu

Bhattacharjee, Vanita Noronha, Nandini Menon, Jyoti Bajpai, 

Kumar Prabhash

Department of Medical Oncology

Dr. RAVI KRISHNA 
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Results-Accessibility
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Dr. RAVI KRISHNA 

444

Total Number of Patients  -
15674 

Immunotherapy received Immunotherapy not received

1523

2.83

97.1
7

0%

20%

40%

60%

80%

100%

Immunotherapy not
received

Immunotherapy
receivedIO accessibility=  2.83% (95%CI 2.58-3.1)

A total of 15,674 patients were identified who required 

immunotherapy; of them only 444 received it







Low-cost oral metronomic versus 
intravenous chemotherapy in recurrent, 

inoperable & metastatic head & neck 
cancer: Phase III Metro-CIS study

Nandini Menon on behalf of the

Department of Medical Oncology

Head and Neck Disease Management Group

Tata Memorial Hospital, HBNI, Mumbai, India
6
6Nandini Menon
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OVERALL  SURVIVAL IN THE INTENTION TO TREAT POPULATION

Median OS (ITT)

IVC arm: 6.1 months (95% CI 5.3-6.9)

OMC arm:7.5 months (95%CI 6.5-8.8)

• Six-months OS (ITT)  
• IVC arm: 50.89%

(95%CI 43.3-57.97)

• OMC arm: 62.26%
(95%CI 54.72-68.9) 

• Difference:  -11.37%
(95%CI: -20.77 to -0.97)

• Non-inferiority P<0.001

• Superiority P=0.026

Overall Survival (OS)



• RR-43%
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Phase 3 randomized study evaluating the 
role of low dose nivolumab to palliative 
chemotherapy in head and neck cancer

Professor Vijay Maruti Patil

On behalf of Department of Medical Oncology 

Head and Neck DMG

Tata Memorial Centre, Mumbai
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1. Adult 

(>=18years)

2. HNSCC

3. Planned for   

palliative 

therapy

4. ECOG 0-1

Randomisation 1:1

 Palliative chemotherapy- Triple oral metronomic regimen = Tablet Methotrexate 9 mg/m2 weekly, tablet  Erlotinib 150 mg daily and capsule Celecoxib 200 mg twice daily 

Nivolumab 20 mg intravenously every 3 weeks  

 Response assessed every 2 monthly with axial imaging (RECIST version 1.1) 

 Adverse events assessed on every visit recorded in accordance with CTCAE version 4.03

 Primary 

endpoint

 OS

 Secondary 

endpoints

 PFS

 QOL

 Adverse events

TRIAL SCHEMA

Stratification factors:
 Site
 Previous treatment
 Time to failure
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Baseline 1 month 2 month
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49.3
65.2

0%

10%

20%

30%

40%

50%

60%

70%

80%

90%

100%

TMC TMC-I

P =0.085

RESPONSE RATE
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Professor Vijay M Patil

Overall survival

74

• The median overall survival in TMC 

and TMC-I arms was 6.7 months (95% 

CI 5.83 -8.07) and 10.1 months (95% CI 

7.37-12.63) respectively 

• Hazard ratio-0.545; 95% CI 0.362-0.82; 

P=0.00358

• 1 year OS improved from 16.3% 

to 43.4% 



Conclusions 

• Systemic therapy improves survival in adjuvant 
setting 

• Systemic therapy helps select pts for surgery in 
technically un-resectable head and neck cancer 
and add life to patients

• Systemic therapy improves survival and also leads 
to good palliation in advanced disease

• MOST IMPORTANT – CAN TRY TO LOOK BEYOND 
NCCN
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