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ADDITIONAL INFORMATION

B5. EVENT DESCRIPTION (Continued)

Number: 08084, weight: 75.2 kg, height: 164 cm) who had been enrolled in the above mentioned clinical study. 

His medical history included obesity, acid reflux and hypertension. The subject was taking oral omeprazole at the dosage of 20 mg 
daily since 2012 for acid reflux, oral aspirin (acetylsalicylic acid) at the dosage of 81 mg daily since 16-Feb-2016 for cardiac 
prophylaxis, oral losartan at the dosage of 50 mg daily since 14-Jul-2016 for hypertension and oral gabapentin at the dosage of 300 
mg daily from 28-Apr-2016 to 08-Jul-2016 for pinched nerve.

It was reported that the subject had not returned calls and his diary entry had not been completed in over a month. The subject's 
obituary was found: the subject died due to unknown cause on 1 The autopsy was not performed.

The investigational site was not able to contact anyone to obtain further information because the subject did not provide an 
emergency contact.

The Investigator considered the reported event of death to be unrelated to the use of THS 2.2.

FOLLOW UP INFORMATION RECEIVED ON 28-SEP-2016:

It was clarified that obesity was captured in the subject's medical history due to his weight at screening.

The subject started smoking conventional cigarettes in 1941, at the age of 13 years, on an average of 20 units (1 pack) daily.

On 28-Dec-2015, the subject was enrolled into the study. During the run-in period, the subject used a total of 39 THS (daily amount 
not specified).

On 04-Jan-2016, he was randomized to Conventional Cigarettes arm. After randomization, the subject continued smoking 20 units (1 
pack) daily.

THS use was stopped after the run-in period. The subject smoked conventional cigarettes throughout the study.

It was not possible to clarify the cause of the death, which remained unknown, since the subject did not leave any emergency contact 
to the site. 

The Investigator confirmed that the reported event was not related to THS, not related to conventional cigarettes consumption or to 
any study procedures.

FOLLOW UP INFORMATION RECEIVED ON 14-NOV-2016:

The Investigator clarified that "obesity" was captured in the subject's medical history because he was asked to do so by the Clinical 
Research Associate. 

FOLLOW UP INFORMATION RECEIVED ON 30-NOV-2016:

The Investigator clarified that "Obesity" was removed from the subject's medical history. 

No further information is expected. Case closed.

Case Comment:
The reported event of Death was assessed as serious (fatal).

The reported event of Death is unexpected, as per the Reference Safety Information (i.e. the Investigator's Brochure).

The Investigator considered the reported event of Death as being not related to the use of THS 2.2, not related to conventional 
cigarette smoking or to study procedures. In agreement with the Investigator's causality assessment, the reported event of Death is 
assessed as not related to the use of THS. 2.2. The Sponsor has also assessed the reported event of Death as being not related to 
the consumption of conventional cigarettes and not related to any study procedures. 
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C10. CONCOMITANT MEDICAL PRODUCTS (Continued)

3) Losartan (Losartan potassium)  07/14/2016 to UNK
4) Gabapentin (Gabapentin)  04/28/2016 to 07/08/2016 
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