Attachment 8

22nd Century Group, Inc.
Amendment - Clinical Studies
MRTPA and PMTA Section VIII.D
August 7, 2019

VLN Cigarette Consumption Study Confidential
Sponsor: Subject ID SAE
22nd Century Group, Inc. @RS Report Form

Serious Adverse Event Report Form
Please send this report immediately to Assign Safety Desk via:

Fax: +43 (0) 512 281514 77 or e-mail: SafetyDesk@assigndmb.com

{24h Safety Hotline: +43 (0} 676 844033835)
All dates should be provided as DD/MMM/YYYY.

1. PROTOCOL INFORMATION:

Protocol Short Title: VLN Cigarette Consumption Study IND no.: N/A
Celerion Protocol no.: CA24914 Country: USA
2. REPORTER'S DETAILS:

Reporter's name:

Address: VA Qe S, (_.lnc\olnl, ANE  BES07
Site: LNk (flerran

Email: w LeAErion . CoMN

Phone/Fax:

3. REPORT INFORMATION: (please use the same form for initial and follow-up report, if possible)

Date: L | LIS € P|[21 0, | ,Z| m
- AT Yyyy ers name and signalure

Initial Report:
Follow-Up No _! : Date:{, i 115 5 P112,0, 1,81
dd mmm WYY caraasmebeda
Foliow-Up No _Z - Date: 1 1, OO T112,0,1 8
dd mmm YYyY
Follow-Up No _3 : Date: 1, 811G, ¢ T 112,0, L. B
dd mmm Yyyy Reporter's name afd Signature
4, SUBJECT INFORMATION:
irth: Race: Height:
% thitelCaucasian
3 s e _ ) L o [ cm
] Black/African American
Gender: L Asian S Weight:
: ian :
[ temale [] Native Hawaiian/other Pacific Islander ) )
[ male [C] American indian/Alaska Native Lﬁ'“z"‘b" €
(] Other:
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VLN Cigarette Consumption Study Confidential
Sponsor: Subject ID SAE
22nd Century Group, Inc. ool ol2]=] Report Form

5. SERIOUS ADVERSE EVENT: (short term; please provide ONE diagnosis, if possible)

inTeoL crontad  ondurysm

6. SERIOUS ADVERSE EVENT INFORMATION:

Awareness date: L Ins,ew 12,0t %) Date the investigator became aware of the event
mmm vy
Cihset date of svait: (b) (6) ! Date the event started, i.e. the first symptoms
mmm yyyy occurred
v " 112 0 | Date, when the event (including symptoms)
Stop date of event: 1 L4 e subsided, stabilized with sequelae, or date of
% L wyy subject's death
7. SEVERITY OF SAE:
] Mild [J Moderate [ Severe

8. SERIOUSNESS CRITERIA: (plesse tick all that appiy} Eryes [ no (non-serious event of special interest)

B’Inpatient hospitalization or prolongation of ] Persistent or significant disability/incapacity

existing hospitalization* or substantial interruption to conduct normal life functions
[J Cengenital anomaly/birth defect Er/l.'rfe-threatening
[} Important medical event [1 Death**

{Please specily in the SAE description field on page 3
and only tick this criterion if no other applies)

*if Date of (b) (6) Date of
hospitalization:  admission: e . s discharge: I—dld—l '——lrmr-nl—l e
~ifdeath. Dateofdeath: LIl 1 o 12,0, ,
dd mmm yyYy
Probable cause of death: Autopsy performed? [Jyes [Jno
(i yes, please provide summary of autopsy report in the SAE description on
page 3)
9. SAE OUTCOME: (please tick only ane)
IE/resolved ) worse
[] improved [ fatal
[J unchanged [J unknown/lost to follow-up
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10. STUDY PRODUCT INFORMATION:

Study product name First use Last use prior to SAE

dd fmm YyYy dd mmm YYYY

[ Subject's usual brand non-mentholated fitered 20 20

King size cigarettes

[ Subject's usual brand mentholated filtered king 20 20

size cigarettes

4 Non-mentholated VLN cigarettes 02 [AuC|208 tef 5| 2018

[J Mentholated VLN cigarettes 20 20

11. ASSESSMENT OF CAUSALITY:

[ likely (] probably [ possibly mmikely

[ unrelated

12. ACTION TAKEN WITH STUDY PRODUCT: (pieass tick only one)

B/Unchanged [ Interrupted [ Reduced

[J withdrawn

13. ACTION TAKEN TO TREAT SAE:

] none

[J drug therapy started

[[] diagnostic test performed
IE/non-drug therapy started

ii-—B%hknown

B
0 Sg el Bhaingd—oneorys
B’other (please specify): guﬂa et .=, 8 &\,rx{gm

14. SERIOUS ADVERSE EVENT DESCRIPTION:

relationship assessment.

Describe event fully. Include baseline medical status (medical histery, signs and sympfoms, diagnosis, diagnostic test results, clinical
courss, freatment (all drugs/iprocedures used as interventions for SAE), outcome, hospital course for hospitalizations, etc.

Please do not attach test results and hospital records but provide a short summary of relevant findings. Please also provide ratjonale for

{ROCTZ0IR: Thes, Fellow -up 3 Lorm e

clorihg
)

—fVICS ONSES i pried SAE foron Subanidions. Ficst,

G0 poQe Z o fnb ptvions SAE foen  dhd SAE oS maked

“ctsolued " wrin o stop dote. e sbyect thuenad

LO0CT20I%  end @D@(ﬂ?d w4 g}o‘od heg lth: Bpwmvdr, wi _dar 4 Eoow
POl Siep e & sar becnuse  wétcd  ompasine,  Medical

J
g8 ooeds | PlegIse  nott o0 4w <ac forn 1 hveledd "Ws

rr

i Senouendss  codtua” pnd  dsted all dpod PRI .
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Seodd, pitosd ot thaty  “Actios taken  wiiw Sty peodke) ”
s (“wn?}éd 40 ”unrwri (TRe sipdct s oo iaagc
YAy cmxgaﬂgém?q&g i r?-@t’i.“ﬁ;rdu.aj = odded
i1 Ofcsasm ' to  "Acrion dalkes 2o
oo spE 7, A tas U—hme wé __gre not  adope
C-p m\a median! l’)ig{—orc,&; Smdng el ctdﬁgﬁma)dnmum‘srr,
Cliveal  coUrse scaotontnd  ar  concomvient _medicedions
ot fhg . Follaw Up 4 Spe foren wostl bé

Qule*{-\-(—\()( u;yn oeewal o maniond afomdg,

15. INVESTIGATOR’S SIGNATURE:

Vi g T dn/

Investigator's name:

Investigator's signature:

Date: L%ICEC‘JTILZJO. (ngl
dd

mmm yyyy

FOR DRUG SAFETY DEPARTMENT ONLY - NOT TO BE FILLED IN BY REPORTER:

Received date: 457—01,:(_*3.01'5/ Time: 4%'/{0 Tracked:

Case Number: I/LN(“’HW{'&\&U/] /333—(}’[ Signature:
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