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See the difference

Make
verall survival
ersonal

ERBITUX® extends overall survival

As a 1° line treatment in RAS wild-type
metastatic colorectal cancer

e Median overall survival of 33.1 months with
ERBITUX® plus FOLFIRI versus 25.0 months
with bevacizumab plus FOLFIRI™

e Median overall survival of 28.4 months
with ERBITUX® plus FOLFIRI versus
20.2 months with FOLFIRI alone?

*The FIRE-3 study did not meet its primary endpoint of significantly
improving overall response rate (ORR) in patients with KRAS (exon 2) wt mCRC.

k Serono Oncology | Combination is key™

ERBITUX (cetuximab) abbreviated prescribing information. Before prescribing ERBITUX, please consult full prescribing
information. Presentation: *ERBITUX 5 mg/mL solution for infusion. Excipients: sodium chloride, glycine, polysorbate 80, citric acid
monohydrate, sodium hydroxide, water for injections. Indications: Epidermal growth factor receptor-expressing, RAS wild-type
metastatic colorectal cancer (mCRC): in combination with irinotecan-based chemotherapy (CT), or in first-line in combination with
FOLFOX, or as a single agent in patients who have failed oxaliplatin- and irinotecan-based therapy and who are intolerant to
irinotecan. Squamous cell carcinoma of the head and neck (SCCHN): in combination with radiation therapy (RT) for locally advanced
(LA) disease or with platinum-based chemotherapy (pt-CT) for recurrent andfor metastatic (R/M) disease. Dosage and administration:
Once a week, intravenously with an infusion pump, gravity drip or a syringe pump; separate infusion line. Initial dose 400 mg/m?
(should be given slowly with max. infusion rate: 5 mg/min; the recommended infusion period is over 120 mins); subsequent weekly
doses 250 mg/m? (Max. infusion rate: 10 mg/min; recommended over 60 mins). Supervision/monitoring by a physician experienced
in antineoplastic therapy throughout infusion and for at least one hour afterwards is required. Resuscitation equipment must be
ensured. Prior to first infusion: premedication with antihistamines and corticosteroids at least 1 hour prior to administration of
ERBITUX; also recommended for all subsequent infusions. Administer CT not earlier than one hour after ERBITUX infusion. mCRC:
administer ERBITUX until disease progression. Wild-type RAS tumor status must be verified prior to first infusion by an experienced
laboratory using validated test methods. LA SCCHN: start ERBITUX therapy one week before RT and continue throughout treatment.
R/M SCCHN:administer ERBITUX in combination with pt-CT and continue until disease progression. Special Populations: Elderly:no
dose adjustment required (limited experience in patients 75 years). Pediatric patients (<18 years):efficacy not established, no new
safety signals. Others: only patients with adequate renal, hepatic and hematological parameters have been investigated.
Contraindications: Known severe hypersensitivity reactions (grade 3/4 NCI CTCAE). In combination with oxaliplatin-containing CT if
mutated/unknown RAS status. Contraindications for concomitantly used CT or RT must be considered. Special warnings and
precautions: Severe infusion-related reactions (IRRs) including anaphylactic reactions: May commonly occur, in some cases with
fatal outcome; immediate and permanent discontinuation of ERBITUX therapy; may necessitate emergency treatment. May be
anaphylactic or anaphylactoid in nature or represent a cytokine release syndrome. Symptoms may occur during the first infusion and
for up to several hours afterwards or with subsequent infusions and may include bronchospasm, urticaria, increase or decrease in
blood pressure, loss of consciousness or shock. In rare cases, angina pectoris, myocardial infarction or cardiac arrest have been
observed. The risk for anaphylactic reactions is much increased in patients with a history of allergy to red meat or tick bites or positive
results of tests for IgE antibodies against Erbitux. Mild/moderate IRRs:decrease infusion rate, also for all subsequent infusions. Closely
monitor patients with reduced performance status (PS) and pre-existing cardio-pulmonary disease. Skin reactions: oral tetracyclines
and topical 1% hydrocortisone cream with moisturizer may be considered for prophylactic use and medium to high-potency topical
corticosteroids or oral tetracyclines for treatment (acc. to clinical practice guidelines). Severe skin reaction (=grade 3): interrupt
treatment, only resume if reaction resolves to grade 2. Second or third occurrence of severe skin reactions: resume at lower dose (200
mg/m? after second, 150 mg/m? after third) only if reaction resolves to grade 2. Fourth occurrence or failure to resolve to grade 2

iMerck Serono

during interruption: permanent discontinuation. Interstitial lung disease: if diagnosed, discontinuation and appropriate treatment.
Electrolyte disturbances:determination of serum electrolyte levels recommended prior to and periodically during treatment. Electrolyte
repletion (e.g. hypomagnesaemia; hypokalaemia as a consequence of diarrhea; hypocalcemia, particularly in combination with pt-CT)
is recommended. Neutropenia and related infectious complications: careful monitoring is recommended particularly in patients
experiencing skin lesions, mucositis or diarrhea that may facilitate the occurrence of infections. Severe and sometimes fatal
cardiovascular events: increased frequency associated with age = 65 years or PS has been observed. Patient cardiovascular status, PS
and concomitant administration of cardiotoxic compounds (e.g. fluoropyrimidines) should be taken into account. Acute or worsening
symptoms of keratitis: refer promptly to an ophthalmologist, consider benefit/risk of continuing use. Confirmed ulcerative keratitis:
interruption or discontinuation of ERBITUX. Use with caution in patients with history of keratitis, ulcerative keratitis or severe dry eye
(e.9. use of contact lenses). CRC patients with mutated/unknown RAS status: ERBITUX should not be used since negative effects on
PFS and OS as add-on to FOLFOX4 have been reported in RASmutated tumors. There is limited experience in combination with RT in
mCRC. Fertility, pregnancy and lactation: Only use during pregnancy or in women with inadequate contraception if potential
benefits justify potential risks to fetus. Breast-feeding during treatment and 2 months later is not recommended. Effects on male/
female fertility have not been evaluated. Undesirable effects: Very common (21/10): skin reactions (e.g. acne-like rash and/or pruritus,
dry skin, desquamation, hypertrichosis, or nail disorders, single cases of skin necrosis), hypomagnesaemia, mild/moderate IRRs (e.g.
fever, chills, dizziness, dyspnea), increased liver enzyme levels and mucositis, in some cases severe. Mucositis may lead to epistaxis.
Common (21/100, <1/10): headache, conjunctivitis, diarrhea, nausea, vomiting, fatigue, dehydration, hypocalcemia, anorexia, weight
|oss, severe IRRs. Uncommon (21/1000, <1/100): blepharitis, keratitis, deep vein thrombosis, pulmonary embolism or interstitial lung
disease. Very rare (<1/10,000): Stevens-Johnson syndrome/toxic epidermal necrolysis. Frequency not known: superinfection of skin
lesions with subsequent complications (e.g. cellulitis, erysipelas, staphylococcal scalded skin syndrome, necrotising fasciitis, sepsis),
aseptic meningitis. In combination with local RT in SCCHN: typical undesirable effects of RT (e.g. mucositis, radiation dermatitis,
dysphagia or leukopenia, mainly as lymphocytopenia). In combination with ERBITUX: slightly higher rates of severe acute radiation
dermatitis, mucositis and late RT-related events. Interactions: Fluoropyrimidines: increased frequency of hand-foot syndrome and
cardiac ischaemia (e.g. myocardial infarction and congestive heart failure). Capecitabine and oxaliplatin (XELOX): frequency of severe
diarrhea may be increased. pt-CT: increased frequency of severe leukopenia/neutropenia, which may lead to a higher rate of febrile
neutropenia, pneumonia and sepsis. Marketing Authorization Holder: Merck KGaA, 64271 Darmstadt, Germany. Licence number
(EMA): EU/1/04/281/003; EU/1/04/281/005. General classification for supply: Medicinal product subject to medical prescription.
Date of Revision: February 2014. Merck KGaA, 64271 Darmstadt, Germany, Tel: +49 (0)6151 72-0, ERBITUX® is a trademark of
ImClone LLC, a wholly-owned subsidiary of Eli Lilly and Company, used under license by Merck KGaA, Darmstadt, Germany.
*Please contact your local Merck Serono affiliate regarding the availability of the specific formulation in your country.
References: 1. Stintzing S et al. ECC 2013. Abstract no. E17-7073. 2. Ciardiello F et al. ASCO 2014. Abstract no. 3506.
Identifying code: 2014-05-EENS-9JWMZU Date of approval: 15/05/2014
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Bahrain |
Kuwait 7
Oman(2012) |
Oman(1998-2007) |
Qatar 7

Saudi Arabia |
UAE |
Algeria 7

UK |

USA |

Japani

Age-stanardized rate (per 100,000)

Note: Data of GCC countries are from 1998-2007; data of Algeria, UK, USA and Japan are from 1993-1997; For USA-white
population data was used.

Carcinoma NOS*
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Spindle cell sercoma
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Transitional cell
carcinoma

0,
3% Adenocarcinoma,
Squamous NOS*®
cell carcinoma—— 61%
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Neoplasm
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*Not otherwise specified
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Prostate

Figure 56 : Incidence of Prostatic Cancer by Region
(Incidence rates are per 100,000 population)
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Skin

Skin

Table 28 : Gender Distribution of Skin Cancer

Figure 57 : Age-standardized incidence rates of cancer of the skin in Oman and
some selected countries
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Note: Data of GCC countries are from 1998-2007; data of Algeria, UK, USA and Japan are from 1993-1997; For USA-white
population data was used.

Figure 58 : Morphology of Skin Cancer in Oman
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Skin

Figure 59 : Incidence of Skin Cancer by Region
(Incidence rates are per 100,000 population)
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Gender *Frequency Crude incidence Age standardized
incidence rate

Male 69 6 11.2
Female 28 2.7 4.6
Total 97

* Includes maligant lymphomas

Bahrain

Kuwait
Female

Oman 2012 Male

Oman (1998-2007)
Qatar

Saudi Arabia
UAE

Algeria

UK

USA

Japan

0 10 20 30 40 50 60
Age-stanardized rate (per 100,000)

Note: Data of GCC countries are from 1998-2007; data of Algeria, UK, USA and Japan are from 1993-1997; For USA-white
population data was used.
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Stomach

Figure 62 : Incidence of Stomach Cancer by Region
(Incidence rates are per 100,000 population)
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Thyroid

Thyroid
Table 30 : Gender Distribution of Thyroid Cancer

Note : Incidence per 100,000 per year

Figure 63: Age-standardized incidence rates of cancer of the thyroid gland in
Oman and some selected countries
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Note: Data of GCC countries are from 1998-2007; data of Algeria, UK, USA and Japan are from 1993-1997; For USA-white
population data was used.

Figure 64 : Morphology of Thyroid Cancer
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Thyroid

Figure 65 : Incidence of the Thyroid Cancer by Region
(Incidence rates are per 100,000 population)
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Trachea, Bronchus, Lung

Trachea, Bronchus, Lung

Table 31: Gender Distribution of Trachea, Bronchus and Lung Cancer

Figure 66 : Age-standardized incidence rates of Trachea, Bronchus and Lung
cancer in Oman and some selected countries
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Figure 67 : Morphology of Trachea, Bronchus and Lung Cancer
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Trachea, Bronchus, Lung

Figure 68 : Incidence of Trachea, Bronchus and Lung Cancer by Region
(Incidence rates are per 100,000 population)
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Urinary Bladder

Urinary Bladder

Table 32: Gender Distribution of Malignancies of the Urinary Bladder

Note : Incidence per 100,000 per year

Figure 69 : Age-standardized incidence rates of bladder cancer in Oman and
some selected countries
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Note: Data of GCC countries are from 1998-2007; data of Algeria, UK, USA and Japan are from 1993-1997; For USA-white
population data was used.

Figure 70: Morphology of Urinary Bladder Cancer
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Urinary Bladder

Figure 71 : Incidence of Urinary Bladder Cancer by Region
(Incidence rates are per 100,000 population)

‘ 0.0
’ Musandam

(Sultanate of Oman)

(Sultanate of Oman)

Legend

I North Al Batinah
South Al Batinah
North Ash Shargiyah
South Ash Shargiyah

This diagram is not an authority on international boundaries
Data of Buraimi Governorate included in Adh Dhahirah region
The number in the brackets is frequency

Unknown (6 )

www.moh.gov.om 75

G,
%o

{Z)»



Uterus

Uterus

Figure 72: Age-standardized incidence rates of cancer of the uterus in Oman and

some selected countries
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Note: Data of GCC countries are from 1998-2007; data of Algeria, UK, USA and Japan are from 1993-1997; For USA-white
population data was used.

Figure 73 : Morphology of Uterine Cancer
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Uterus

Figure 74 : Incidence of Uterine Cancer by Region
(Incidence rates are per 100,000 population)
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Childhood Cancers

Childhood Cancers
Of the 1212 cases reported in Omanis during 2012, 72 cases were among children aged
14 years and below, constituting 5.9% of the total cancers reported.

Table 33: Frequency of Five Common Cancers in Omani Children

Table 34: Frequency of Five Common Cancers in Omani Boys

Table 35: Frequency of Five Common Cancers in Omani girls
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Childhood Cancers
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Cancer among Non-Omanis

Table 37 : Gender Distribution of Cancer Cases among Non-Omanis

Table 38 : Five Most Common Cancers in Non-Omanis (Males & Females)

Table 39 : Five Most Common Cancers in Non-Omanis (Males)
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Cancer among Non-Omanis

Table 40 : Five Most Common Cancers among Non-Omanis (Females)

Table 41 : Regional Distribution of Cancer Cases among Non-Omanis
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Cancer among Non-Omanis

Table 42 : Distribution of Cancer Cases among Non-Omanis by Nationality
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Annex 1

Oman National Cancer Registry
Directorate General of Health Affairs (HQ)
Ministry of Health

Sultanate of Oman

Request for Data from the Oman National Cancer Registry
All requests should be submitted to the attention of the Director, Department of Non-Communicable Disease Surveillance and Control

DGHA (HQ), Post Box 393, Area Code 113, Muscat, Sultanate of Oman
Tel : (968) 24696187 Fax : (968) 24695480

Date Submitted : . ...........

Information Requested:
(Specify patient population, Time period, Year/s, Anatomic site/Histology, Region / Wilayat etc.)

Purpose of Request:
(Specify presentation at conference/meeting/publication, clinical/epidemiological study, personal information, etc.)

Collaborators and Co-authors:

Requester's affirmation statement:

| hereby, the requester of the above data affirm that the data given to me by the Oman National Cancer
Registry will be treated with utmost confidentiality in relation to patient's identity, | also affirm that the
data given to me will not be presented or published by me or any of my collaborators as an original work
but rather can be cited in my presentation and / or publication with acknowledgement to the ONCR.

For official use only:

Request : Approved :

www.moh.gov.om 93






Annex 2
SAMPLE OF OMAN NATIONAL CANCER REGISTRY FORM

To : Directorate General of Health Affairs DGHA, Muscat

Non-Communicable Disease Surveillance & Control Section Tel. No. 24696187 Fax No. 24695480
(Item No. 1 & 2 will be filled at the Central Registry only) b b M M Y Y Y Y
1. Patient's Registration No. | | | | | | | | 2. Date of Registration | | || | || | | | |
3. Patient's Hospital File No. | | | | | | | | | | | 4. National / Civil No. | |
5. Hospital Name | | 6. Department of | |
7. First Name 8. Father's Name 9. Grandfather's Name 10. Tribe Name

1=Single 13. Age 14. Nationalit
11. Sex I:I 1=M 2=Married g I:I:I ’
2=F

12. Marital Status I:I 3=Divorced or
4=widowed Year of Birth I:I:I:I:I 1=0Omani, 2=Expatriate, 9=Unknown
=Unknown 9=Unknown
15. Country of Birth I:I:I:I 16. Religion 1=Muslim, 2=Christian 17. Ethnic Group ~ 1=Arab, 2=Asian 18. Occupation I:I
I:I 3=Hindu, 4-Jewish I:I 3=Caucasian, 4=0Others
5=0thers. 9=Not known 9=Notknown | T

19.Telephone/asm | | | | | | | | AWihyati.

Patient's Address I:I:I:I
| | | | | | | | 21. Wilayat :

20. Other Contact Tel. No. | | | | | | | | 22.Village & ..

DD MM Y Y Y Y

. ) 24. If Pt had Biopsy give | |
2. DateofF|rstD|agnOS|s| | || | || | | | | Lab. Biopsy Specimen No.

ICD-0-2 Code
25. Primary Site of CanCer ... ... .
el [ [ Jlml [ [ []]
26. Histological type Of CaNCEr ......... ..ottt e e e (ICD-0-2 Code will be filled at the Central Registry)
27. Laterality |:| 28. Extent of Disease |:| 29. Histologic Grading |:|
0=Not a Paired Site, 0=In Situ 1=Grade |  Well differentiated/Differentiated, NOS
Unknown or ill-defined Site 1=Localized 2=Grade Il Moderately differentiated/Moderately well differentiated/
1=Right : Origin of Primary 2=Regional by Direct Extension Intermediate differentiation.
2=Left : Orgin of Primary 3=Regional to Lymph Nodes 3=Grade lll Poorly differentiated
3=Bilateral Involvement 4=Regional, (both 2,3) 4=Grade IV Undifferentiated anaplastic
9=Paired Site, Laterality Unknown 5=Regional, (not specified) 5=T - Cell
7=Distant Metastasis/Systemic Disease 6=B. Cell
8=Not applicable (e.g. Leukemias) 7=Null Cell
9=Unstaged, Unknown or Unspecified 8=Killer Cell

9=Grade or differentiation not determined, not stated or not applicable

TNM Classification g0 7 | x| To [Tis | Ti| e[ Ta] T4 g1, NN NO [ NTJN2 | NS gy [ Mx| MO] MY g5 |:| Not applicable
(Clinical)
34. Stag? : la Ib Ila b Ia 11b IVa Vb 99 = Un-known, Un-Specified, Not Applicable
(Clinical)
35. Most valid basis of Diagnosis I:I
Non-Microscopic Microscopic 3. SEequencle oftreatcrjnent I 1=Surgery 6=Bone Marrow
0=Death certificate only 5=Cytological/Haematology (Enter relevant codes only) 2=Radiotherapy Transplant
1=Clinical only 6=Histology of primary | | | | | | | | 3=Chemotherapy 7=Other Treatment
2=Clinical investigation (eg. X-ray, Isotopes) 7=Histology of Metastasis 4=Hormonal Therapy 8=None
3=Exploration surgery but without Histology 8=Autopsy 5=Immunotherapy 9=Not known
4=Specific Biochemical and/or immunological tests ~ 9=Not known
DD MM Y Y Y Y 38. Cause of Death I:I 1=Cancer or Cancer related
37. Date of Death | | | | | || | | | | 3=Unrelated to Cancer
’ 9=Not known
39. Source of information |_] 1=Medical File ~ 2 = Death Certificate ~ 3=Other 9 = Unknown
Doctor's Name : Doctor's Designation :
Doctor's Signature : Departmemt :
Date :

1. Send White copy to NCD Section Fax : 695480 2. Keep Pink Copy in Patient's Case Notes (File) 3. Send Blue Copy to Medical Records Dept.
www.moh.gov.om 95 MR-123
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