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a. Line Listings of Serious and Non-serious Adverse Events (Argus database)



Periodic Line Listing for Safety Update Report
Period: 01-May-2014 through 30-Apr-2015

Advanced Condition used in this report:

Advanced Condition: Periodic Line Listing for Safety Update Report (Created by nicole.miller)
	Selection Criteria:
		Product Name	equal to	THS 2.2 Regular (Ron)		OR
		Product Name	equal to	THS 2.2 Regular (Dorado I / Fitz)		OR
		Product Name	equal to	THS 2.2 Regular (Dorado II / Ron)		OR
		Product Name	equal to	THS 2.2 Regular (Dorado II / Albertino)		OR
		Product Name	equal to	THS 2.2 Regular (Dorado II / Fitz)		OR
		Product Name	equal to	THS 2.2 Regular (Ginebra / Fitz)		OR
		Product Name	equal to	iQOS Marlboro Essence		OR
		Product Name	equal to	iQOS Marlboro Regular		
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b. Line Listings of Non-serious Adverse Events (BaseCon database)
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c. Summary Tabulation of Serious and Non-serious Adverse Events (Argus database)



Periodic Summary Tabulation for Safety Update Report (01-May-2014 to 30-Apr-2015)

For All Products (Number of Events)

For the Period 01-May-2014 Through 30-Apr-2015
Advanced Condition used in this report:

Advanced Condition: Minus Data Migration Cases (Created by nicole.miller)
	Query Set Selection Criteria:
		Periodic Line Listing for Safety Update Report		MINUS
		Case Central Safety Date		

Advanced Conditions used in this query set:
Advanced Condition: Periodic Line Listing for Safety Update Report (Created by nicole.miller)
	Selection Criteria:
		Product Name	equal to	THS 2.2 Regular (Ron)		OR
		Product Name	equal to	THS 2.2 Regular (Dorado I / Fitz)		OR
		Product Name	equal to	THS 2.2 Regular (Dorado II / Ron)		OR
		Product Name	equal to	THS 2.2 Regular (Dorado II / Albertino)		OR
		Product Name	equal to	THS 2.2 Regular (Dorado II / Fitz)		OR
		Product Name	equal to	THS 2.2 Regular (Ginebra / Fitz)		OR
		Product Name	equal to	iQOS Marlboro Essence		OR
		Product Name	equal to	iQOS Marlboro Regular		
Advanced Condition: Case Central Safety Date (Created by nicole.miller)
	Selection Criteria:
		Case Central Safety Date	equal to	06-MAY-2015		



Periodic Summary Tabulation for Safety Update Report (01-May-2014 to 30-Apr-2015)

For All Products (Number of Events)

For the Period 01-May-2014 Through 30-Apr-2015
System Organ 
Class (SOC)

Preferred Term Event Seriousness

No Yes Total
Eye disorders Eyelid disorder 1 0 1

1 0 1SubTotal
Gastrointestinal 
disorders

Abdominal 
discomfort

1 0 1

Eructation 1 0 1
Glossitis 1 0 1
Hypoaesthesia oral 1 0 1
Nausea 18 0 18
Oral discomfort 1 0 1
Stomatitis 1 0 1
Tongue coated 1 0 1
Vomiting 1 0 1

26 0 26SubTotal
General disorders 
and administration 
site conditions

Chest discomfort 4 0 4

Chest pain 1 0 1
Condition 
aggravated

1 0 1

Malaise 4 0 4
Pre-existing 
condition improved

1 0 1

Product odour 
abnormal

3 0 3

Product quality 
issue

11 0 11

Product taste 
abnormal

8 0 8
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Periodic Summary Tabulation for Safety Update Report (01-May-2014 to 30-Apr-2015)

For All Products (Number of Events)

For the Period 01-May-2014 Through 30-Apr-2015
System Organ 
Class (SOC)

Preferred Term Event Seriousness

No Yes Total
General disorders 
and administration 
site conditions

Sensation of 
foreign body

1 0 1

Sense of 
oppression

1 0 1

35 0 35SubTotal
Immune system 
disorders

Hypersensitivity 1 0 1

1 0 1SubTotal
Injury, poisoning 
and procedural 
complications

Fall 0 1 1

0 1 1SubTotal
Musculoskeletal 
and connective 
tissue disorders

Spinal disorder 0 1 1

Spinal pain 0 1 1
0 2 2SubTotal

Nervous system 
disorders

Dizziness 3 0 3

Dysgeusia 10 0 10
Headache 24 0 24
Movement disorder 1 0 1
Somnolence 2 0 2

40 0 40SubTotal
Psychiatric 
disorders

Anxiety 1 0 1

1 0 1SubTotal
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Periodic Summary Tabulation for Safety Update Report (01-May-2014 to 30-Apr-2015)

For All Products (Number of Events)

For the Period 01-May-2014 Through 30-Apr-2015
System Organ 
Class (SOC)

Preferred Term Event Seriousness

No Yes Total
Respiratory, 
thoracic and 
mediastinal 
disorders

Bronchial irritation 1 0 1

Bronchial 
secretion retention

1 0 1

Cough 19 0 19
Cough decreased 1 0 1
Dry throat 2 0 2
Oropharyngeal 
pain

7 0 7

Sputum retention 1 0 1
Suffocation feeling 1 0 1
Throat irritation 12 0 12

45 0 45SubTotal
149 3 152Total
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d. Summary Tabulation of Non-serious Adverse Events (BaseCon database)






