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CA24914 - 22nd Century Group, Inc. Protocol: VIN Cigarette Consumption Study, Amended Protocol Date 18JUN2018. Product: VLN Cigarettes
An Open-Label, 2-Site, Randomized Study to Assess Cigarette Consumption and Biomarkers
Randomization Schedule

Subject Topography PK

Site Flavor Number Product Assessmen: Assessment (emnder _l_\_ﬁ_

1 Memthol r wn ) Y Y M 440
Menthol 2 VLN Y X M e
Menthol 3 UB N NS M = W
Menthol 4 VLN ) ¥ = Y40
Menthol 5 UB N N F e
Menthol 6 VLN - Y = __\( F 710
Menthol 7 VIN Y Y F £40
Menthol 8 VLN { i F 440
Menthol 9 UB %) ) E 240
Menthol 10 VLN af ¥ F 7& @s€PLANG
Menthol 11 VLN ) § v M <40
Menthol 12 VLN Y Y M 740
Menthol 13 UB N NJ F <40
Menthol 14 VLN X 1 = “4Q

Product Descriptions:

UB: Usual brand filtered king size cigarettes scurced by the subjects

VIN: Very low nicotine cigarettes sourced by 22nd Century Group, Inc.

Each study group (for the purpose of the randomization defined as this group of 35 subjects) will include nc fewer than
10 subjects of either gender and ro fewer than 10 subjects from each age group (<= 40 years old and > 40 years old).
The first 12 subjects randomized to VIN will participate in both topography and pharmacokinetics assessments.

The next 6 subjects randomized to VLN will participate in a tcopography assessment only
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CA24914 - 22nd Century Group, Inc. Protocol: VIN Cigarette Consumption Study, Amended Protocol Date 18JUN2018. Product: VLN Cigarettes
An Open-Label, 2-Site, Randomized Study to Assess Cigarette Consumption and Biomarkers
Randomization Schedule

Site Flavor S;\‘:)u%;:’ Product &ﬁxig Agsez.?;mr_t w —A%S'"

1 Menthol T A . N M €40
Menthol 16 UB N N M 7490
Menthol 17 VIN Y Y MA S90
Menthol 18 VLN Y Y . i
Menthol 19 VIN ) f ~N M e
Menthol 20 VLI Y N M 210
Menthol 21 VIN i § ) N M 7 uo
Menthol 22 VIN Y M M <4p
Menthol 23 VLN ! iJ - 3 4o
Menthol 24 VLN Y N ™M £ do
Menthol 25 VLN ) N r 7 40
Menthol ®226 UB N N
Menthol ® 227 VLN N N
Menthol o 228 UB N ,}J

Product Descriptions:

UB: Usuzl brand filtered king size cigarettes sourced by the subjects

VIN: Very low nicotine cigarettes sourced by 22nd Century Group, Inc.

Each study group (for the purpose of the randomization defined as this group of 35 subjects) will include no fewer than
10 subjects of either gender and no fewer than 10 subjects from each age group (<= 40 years old and > 40 years old).
The first 12 subjects randomized to VIN will participate in both topography and pharmacokinetics assessments.

The next 6 subjects randomized to VIN will participate in a topography assessment only
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CA24914 - 22nd Century Group, Inc. Protocol: VIN Cigarette Consumpticn Study, Amended Protocol Date 18JUN2018. Product: VLN Cigarettes
An Open-label, 2-Site, Randomized Study to Assess Cigarette Consumption and Biomarkers
Randomization Schedule

Subject Topography PK
Site Flavor umber Product Assessment Assessment
1 memthol | ®z20 s Y A N
Menthol ®z30 UB N N
Menthol B@1n VLN N N
Menthol G 132 VLN N f\)
Menthol @133 VLN N o
Menthol @ 234 UB N N
Menthol ® 235 VLN N [J

@L\md\nwof--‘bsmb\@
@ sv0pos vandomiied ov Wanfiv (KFCTC), Sce oy sgved GuFes m\q,-oHF\’Ezmq

Product Descriptions:

UB: Usual brand filtered king size cigarettes scurced by the subjects

VIN: Very low nicotine cigarettes sourced by 22rd Century Group, Inc.

Each study group (for the purpcse of the randomization defined as this group of 35 subjects) will include no fewer than
10 subjects of either gendexr and no fewer than 10 subjects from each age group (<= 40 years old and > 40 years old).
The first 12 subjects randomized to VIN will participate in both topography and pharmacokinetics assessments.

The next 6 subjects randomized to VIN will participate in a topography assessment only
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CA2¢314 - 22nd Century Group, Inc. Protocol: VIN Cigarette Consumpticn Study, Amended Protocol Date 18JUN2018. Product: VIN Cigarettes
An Cpen-Labzl, 2-Site, Randomized Study to Assess Cigarette Consumption and Bicmarkers
Randomization Schedule

Subject Topograpry PK

Site Flavor Numbar Product Ascessment  Assessment

1 vl 1 s S i
Menthol 2 VIN Y N\ |
Menthol 3 UB N [ &
Menthol 4 VLN _\ v 5 L5
Mentnol 5 UB N ~N o 740
Menthol 6 VIN e V'
Menthol 7 VIN Y. ¥4 C LHO
Menthol 3 VLN ! ] £ 40
Menthol 9 UB N ) E 40
Manthol 10 VLN I ¢ Y4 e 79V
Menthol 11 VLN { e M 240
Menthol 12 VLN Y Y M 7+10
Menthol 13 UB N Xk = 40O

Menthol 14 VLN Y < =

Product Descriptions:
UB: Usual brand filtered king size cigarettes scurced by the subjects
VIN: Very low nicotine cigarettes sourced by 22nd Century Group, Inc.

Each study group (for ths purpose of the randomization defined as this grcup of 35 subjects) will include no fewer than
10 subjects of either gender and no fewer than 10 subjects from each age group (<= 40 years old and s 40 years old)}.
The first 12 subjects randomized to VIN will participate in both teopography and pharmacokinetics assessments.

The next 6 subjects randomized to VIN will participate in a tcpography assessment only

CA24914; 16.1.7 Randomization Scheme and Codes
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CA24914 - 22rd Century Graup, Inc. Protocol: VLN Cigarette Consumption Study, Amended Proteocol Dete 18JUN2018. Product: VIN
An Cpen-Label, 2-Site, Randomized Study tO Assess Cigarette Consumption and Biomarkers
Randomization Schedule

Subject Topography £X
Site Flavor Number Product Assessment  Assessment

1 Menthol 1s UB N
Menthol 16 UB
o /’ w (\
Menthol 17 VLN Y f N T
fif’ e e e A ~ G 1:}
Menthol 18 LN X Y el i
i 240
venthol 19 VN ¥ N M
- 2. (0N
. . i v / e
Menthol 20 VLN ( ) M B
Menthol 21 VIN N M >Up
Menthol 22 VLN el
lent 22 VL : M Zup
Menthol 23 VLN ’ ) = SY40
Menthol 24 VIN I S .. i~ Z 40
Menthol 25 VLN nJ . = S o
Menthol f 226 U3 AL N m /: 4n
Menthol @27 VLN N N M < Yo
Menthol [z 28 UB nJ xd 4 < D
. .

Product Descriptions:

UB: Usnal brand filtered king size cigarettes scurced by the subjects

VIN: Very low nicotine cigarettes sourced by 22nd Century Group, Inc.

Each study group (for the purpose of the randomization defined as this group of 35 subjects) will include no fewer than
10 subjects of either gender ard no fewer than 10 subjects from each age group (<= 40 years old and > 40 years old).
The first 12 subjects randomized to VIN will participate in both topography and phanmacckinetics assessments.

The next 6 subjects randomized to VIN will participate in a topography assessment only
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(A24914 - 22nd Century Group, Inc. Protocol: VLN Cigarette Consumption Study, Amended Protocol Date 18JUN2018. Product: VLN Cigarettes
An Open-Label, 2-site, Rancomized Study to Assess Cigarette Consunption and Biomarkers
Randomization Schedule

Site Flavor S;};\g; Product ;;1;:;;2;{ Assezis(rrent gnd er [j‘_ﬁ Zﬂln J -ﬁ- l_f_._f.\—m :
229 = < 4o 002 -2\

Venthol @ 230 UB N N = g | °02~2i S

venthol  (5) 231 VIN N N ¢ Eup 002253

venthol (@ 2.32 VLN N M <40 003~ 347

Menchol @ 133 VLN o i o\ £ 410 602~ X

venchol (@ 134 UB rJ N AN S WO 00Y~ 259

Menthol @ Z 35 VLN nl ) ' - U0  0%3b4

Product Descripti $

UB: Usual brand filtered king size cigarettes sourced by the subjects

VIN: Very low nicotine cigarettes sourced by 22rd Century Group, Inc.

Each study group (for the purpose of the randomization defined as this group of 35 subjects) will include no fewer than
10 subjects of either gender and no fewer than 10 subjects from each age group (<= 40 years old and > 40 years old).
The first 12 subjects randomized to VLN will participate in both topography and pharnmacckinetics assessments.

The next 6§ subjects randomized to VLN will participate in a topography assessment only
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CA24914 - 22nd Centuxy Group,
An Open-Label

Rardomizatien Schedule

FOR FACKH ENROLIMENT GR

Subject Gerder &

Site TFlavor Number Age Group
2 Menthol 1 maleeYo
Menthol 2 Male 24 o
Menthol 3 mal 2 440
Merthol < malt LU
Menthol 5 meleeHo
Menthol 6 Mec 7490
Menthol 7 male 240
Menthol 8 Male 7¥|0
Menthol 9 Mulg 240
Menthol 10 male 7410
Menthol 11 Malg 724L
Menthol 12 Aalt 3490
Menthol 13 Malg 740
Menthol 14 pele U0

Product Descriptions
UB: Usual brand filtered king size cigarettes scurced by the subjects
VLN: Very low nicotine cigarettes sourced by 22nd Century Group, Inc.

Eacn study group {for the puypose of the randomizaticn definad as this group of 35 subjects)

10 s

10 subiects of either gender and no fewer chan 10 subjects from each ace

Creazor, Date:

29 TuL 2008

CA24914; 16.1.7 Randomization Scheme and Codes

OUP ASSIGN MALE SURJECTS COING DCWN THE LIST STARTING WITH SUBJECT NUMBER 1
FIRST, FOLLCWED BY ALL > 40 YEAR OLD SUBJECTS. ASSIGN FEMALE SUBJECTS GOING UP
SUBJECTS AT THE BOTTQM OF THE

09JUL2018 13:C6

Inc, Protocol: VAN Cigarette Consumprtion study, Amended Protocol Date 18CUN2C18. Product: VLN Cigaretres
2-Site, Randomized Study to Assess Cigarette Censumption and Biomarkers

WITH ALL <= 40 YEAR OLD SUBJECTS

THE LIST STARTING WITH NUMBER 35 WITH THE <- 40 YEAR

LIST

Product

B 90Q-0lo

viN o0c¢2 -¢iH
vy ez -2'F
VIN (g2 — 0%l ‘_"-J\AJ';\T'%
~ 02
N 0¢% ¢ 3 5 Ll I} 2o\g
Sl 2
vin ogz-9°¢ Y ¥ Lenord |
UB 002 -092
YiLzold
UB 602 - 024 24 ANZ2)
02-33S T Ch o2
VN 9002 - ¢
UR 00Z-030
vin 002 -052
AN OG22~ 0%
vin 0e2 7 @R
vy voz-c6H

____ __E.OM Cohc(+ j

-9\_&9_@, .’,E?,EF’ZD.‘B_, COVL'P.L /7"

irclude nc fewer than
¢ and > 40 years old).

VIN 00k —O0Tb

will

group (<= 40 years ¢

Pnaxmacist, Dzte:

OUFebédla
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CA24914 - 22nd Century Group, Inc. Protocol: VIN Cigareite Consurption Study, Amended Protocol Date I8JUN2018. Product: VLN Cigarsttes
an Open-label, 2-Site, Randomized Study to Assess Cigaverte Consumption ard Ricmarker
Randomization Schedule
FOR EACH ENROLIMENT GROUP ASSIGN MALF SUBJECTS GOING DOMN THE LIST STARTING WITH SUBJECT NUMBER 1 WITH ALL <= 40
FIRST, FOLLOWED BY ALL > 40 YEAR OID SURJECTS. ASST@N FEMALE SUBJECTS GOING UP THE LIST STARTING WITH NOMBER 35 WITH THE <= &‘o’.) YI:‘AR
SUBJECTS AT THE BOTTOM OF THE LIST

Subject Cerder &

Site Flavor Mumber Age Growp P:od.:c:

2 wenthol 15 fY\MQ «qu UB 602»12 S
Menthol 16 mmeeUp v doz-t16 p 2573 -u_gzglo\b
Menthol 17 MNaulg >YUC vIN COZ"‘q .*H' Reti- S 1aﬁJhMC chert'S
¥enthol 18 MelecHo VN gp2-1%39 - — 75683%&5
Menthol 19 Femalt YUTVIN 57 )15 S W’T““‘% -—5)1?—7..‘3(;»,5(1 s
verthol 20 Female 40 vin go7 -3 ’““"""‘?2&(‘-?«:41- 18 101t
Menthol 21 Fenelt 2UC 38 go2 -110 o v _ W,Mﬁ
tMenthol 22 GwalSuo BB on—loo- .mw‘w‘% .mscpzms
Menthol 23 Tamaliy4o VN ool-oqz\-
Menthol 24 Rmae 40 VIN pp2 .- 0

. Lonelt 2

) ;3;\-»3')“9 )
8 4G 208

Menthol 25 Femalesypm pc2-054

Menthol 26 Fomolt£uo viN 002~D6b

Menthol 27  Famalg €4y vin 0cZ —O&D
Menthol 28  ‘Female S4D VIN Q02 -06% ¥

Product Descriptions:
UB: Usual brand filtered <ing size cigarettes sourced by the subjects

VIN: Very lcw nicotins cigarettes sourced by 2znd Century Greup, Inc.

Each study group (for the purpose of the randomizaticn defired as this group of

10 sub’ects of either gernder and no fewer than 10 subjects from each age group
\

® GrnJ«.ngf Gravy fer Subjeet Ge2- 0354 shetd (0ad “Female 74

35 subjects) will inciude no fewer than
40 years cld and > 40 years old)
0¥ e psk

Date:

Pharmacist, Date:

OrehZ:1a
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Ca24914 - 22nd Centwry Group, Inc. Protocol: VN Cigare
An Cpen-label, 2-Site, Randomiz

=
(=

n

tudy to Assess Cigarette Consunpticn and Bicmarkers
randomization Schedule

ENT' GRCUP ASSTIGN MALE SUBJECTS GOING DOWN THE LIST STARTING WITH SUBJECT N

8Y ALL > 40 YEAR CLD SURJECTS. ASSIGN FEMALE SURTECTS GOING UP THE

SUBJECTS AT THE BOTTCM OF THE LIST

:

FOR EACH ENRO
RIRST, FOLLOWED

LIST STARTING WITH NUMBER 15

te Censumpiion Study, Arended Protocol Date 1BJR2CLE. Product: VIN Cigarettes

“BER 1 WITH ALL <= 4C YEAR OLD SUBJECTS
WITH THE <= 40 YEAR

Subjec: Cerder &
s B M. i s - —— et 2
2 Menthol 29 Farnale 2H4OVIN 447 -0 34 ;:J:/'::E‘g
Ventkol 30 Fewalt >Heyry  002-420 5 Jm;?~ {ihert |
venthol 31 Fomelz 240 yix 092 - 016 L YA} 2oLy
Mentho!l 32 Fermalt 740 18 0c2-0'S M dlaol %
Menthol 33 Femcle 24D viv 262-9C3
Menchol 34 Fencleeyp LB 002 0} $
Menthel 35  Famalgatip VIN 0020V

Product Descriptions:

UB: Usual brand filtered king size cigarettes sourced by tne subjects

VLN: Very lovw nicotine cigarettes sourced by 22nd Cencury Group, IncC.

Each study grcup (for the pwpose of the randomizaticn defired as this group of 35 subjects) will include no fewer than
10 subiects of either gerder and nc fewer than 10 subjects fron each age group {<= 40 years old and > 40 years oid}.

Fharmacist, [x

7]/,/1,21/ 5

CA24914; 16.1.7 Randomization Scheme and Codes
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CA24914 - 22nd Century Grcoup, Inc. Protccol: VLN Cigarette Consunption Study, Amended Protocol Date 18JUN2018. Product: VIN Cigarettes
An Open-Label, 2-Site, Randomized Study to Assess Cigarette Consumption and Biomarkers
Randomizaticn Schedule

Site Flavor sm; Product xﬁ::;;\g;{ A:se:;ent (:]Mdof &
______________________________________________________________________ boclCollaod pae,
1 Nen-Menthol 36 VIN b X F 740

Non-Menthol 37 VLN \{ M £40
Nen-Menthol 38 VLN \{ Y M o o

440
Nen-Menthol 39 UB N NJ e -
Non-Menthol 40 VIN X Y M 210
Non-pMenthol 41 UB N N F 740
Non-Menthol 42 VIN b Y F &40
Non-Menthol 43 VLN X Y F 750&3‘9»6?70\%
Non-Menthol 44 VIN Y Y F £40
Non-Menthol 45 UR N N M i
Nen-Menthol 46 VLN 7 o M 240
Non-Menthol a7 vin Y Y M 210
Non-Menthol 48 VIN b Y M 240
Nen-Menthol 49 UB ) ~ M 740

Product Descriprions:

UB: Usual brand filtered king size cigarettes sourced by the subjects

VIN: Very low nicotine cigarettes sourced by 22nd Century Group, Inc.

Each study group (for the purpose of the randomization defined as this group of 35 subjects) will include no fewer than
10 subjects of either gender and no fewer than 10 subjects from each age group (<= 40 years old and > 40 years old) .
The first 12 subjects randomized to VIN will participate in both tcopography and pharmacokinetics assessments.

The next 6 subjects randomized to VIN will participate in a topography assessment only

Creator, Date:

Pharmacist, Date:

[]-3uc -20 (qjuozalg
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CA24914 - 22nd Century Group, Inc. Protocol: VIN Cigarette Consumption Study, Amended Protocol Date 18JUN2018. Product: VLN Cigarettes
An Cpen-Label, 2-Site, Randomized Study to Assess Cigarette Consumption and Bicmarkers
Randomization Schedule

Subject Topography PK

Site Flavor Number Product Assessment Assessment w ..A%S'-

1 Nen-Menthol  s0 in ¢ = X F <40
Non-Menthol 51 VLN Y ¥ M i
Non-Menthol 52 VIN { N = &40
Non-Menthol 53 VIN b N M O
Non-Menthol 54 UB N N M 740
Non-Menthol 55 UB N N M £40
Non-Menthol 56 VIN y{ N M Y40
Non-Menthol 57 UB nJ N M £H0
Non-Menthol 58 VIN Y ) E 40
Non-Menthol 59 VLN Y ~ M y40
Non-Menthol 60 VLN '\/ — = I\J S M Mo
Non-Menthol 61 UB ~J ) = £40
Non-Menthol 62 VLN N N M £ 40
Non-Menthol 63 VIN N N o Y40

Product Descriptions:

UB: Usual brand filtered king size cigarettes sourced by the subjects

VLN: Very low nicotine cigarettes sourced by 22nd Century Group, Inc.

Each study group (for the purpose of the randomization defined as this group of 35 subjects) will include no fewer than
10 subjects of either gender and no fewer than 10 subjects from each age group (<= 40 years old and > 40 years old).
The first 12 subjects randomized to VIN will participate in both topography and pharmacokinetics assessments.

Tne next 6 subjects randomized to VIN will participate in a topography assessment cnly

(9 IuC2oE

CA24914; 16.1.7 Randomization Scheme and Codes
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19JUL2018 12:13

CA24914 - 22nd Century Group, Inc. Protocol: VIN Cigarette Consunption Study, Amended Protocol Date 18JUN2018. Product: VLN Cigarettes
An Open-Label, 2-Site, Randomized Study to Assess Cigarette Consurption and Biomarkers
Randomization Schedule

Subject Topography PK
Site Flavor Number Product Assessment Assessment Cqm(,\f/( Aat
________________________________________________________________________ ——
1 Non-Menthol 64 VIN N bs qo
Non-Menthol 65 UB £40

Non-Menthol 66 UR

>4o

Y 40
7 4D
7 4o
7 40

Non-Menthol 68 VLN

Non-Menthol 69 VIN ,’\/

NI3Tqag

J
v M
N N
Non-Menthol 67 VIN N N
VAR
N
N

Non-Menthol 70 VIN N

Product Descriptions:

UB: Usual brand filtered king size cigarettes sourced by the subjects

VLN: Very low nicotine cigarettes sourced by 22nd Century Group, Inc.

Each study group (for the purpose of the randomizaticn defined as this group of 35 subjects) will include no fewer than
10 subjects of either gender and no fewer than 10 subjects from each age group (<= 40 years old and > 40 years ocld) .

The first 12 subjects randomized to VIN will participate in both tcpography and pharmacokinetics assessments.
The next 6 subjects randomized to VIN will participate in a topography assessment only

CA24914; 16.1.7 Randomization Scheme and Codes
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CA24914 - 22nd Century Group, Inc. Protocol: VIAN Cigarette Conswaption Study, Amended Protocol Date 18GUN2018. Prxiuct: VIN Cigarettes
An Open-Label, 2-Site, Randomized Study Lo Assess Cigarette Conswption and Bicnarkers
Randomization Schedule
FOR EACH ZNROLLMENT GROJUP ASSIGN MALE SUBJECTS COING DOWN THR LIST STARTING WITH SUBJECT NUMBER 35 WITH ALL <= 40 YEAR OLD SUBJECIS
FIRST, FOLUCWED BY ALL > 40 YEAR OLD SUBJECTS, ASSIGN FEMALE SUBJECTS GDING UP THE LIST STARTING WIT *BER 70 WITH THE <= 40 YEAR
SUBJECTS AT THE BOTTOM OF THE LIST

Subject Gerder &

Site Flavor Nurber Age Group  Produe
.......................................................... /
2 Non-Menthol. 36 male 20 UB  862-~02y /
Nen-Menthol 37 Mmale <Y4p vin 602-92% { /
‘ N Juwidol g
Non-Menttol 8 Malt 240 viN 002~ 009 !
1-ten Al / 173201k
Non-Menthol 33 (elt 240 gg @02 - 0ES I+ Jar24 3
eSS YR ; ‘__ A " (Cehert |
-Me: i 2 - ! L ’
Non-enthol 0 paleptly vin 062063 { .7 e Va3
Non-Menthol 11 ple SUO v 002086

Nen-Menthiol 2 MadHO VN 003-089 | :
o MO, mp,lo,r;_,_I@!gg?ﬁl,q Lohort 4

Non-penthol A M PYo B s0z-122

Non-Menthol a1 pale 2Ys vin 062-13b\
Non-Manthol a5 Malt >0 vIN po2-1u B

Nen-penthol 0146 Malg £ 40 VIN 061- s
Nen-dentiod Qa7 Malk 4O g ObI-10Le
Non-Menthol (48 Mawe>HO  vIN 00l =09
Nen-tenthol @ | 49 MaleYHO  VIN o1 - 16O

Product Descriptions:

UB: Usual brand filtered king size cigaretrtes sourced by the subjects

VIN: Very low nicotine cigarsttes sourced by 22nd Century Group, Inc.

Each study group (for the purpose of the randomization defined as this growp of 35 suobjects) will includs ro Fewer than
10 subjects of either gender and no fewer than 10 subjects fron each age group (<= 40 years old axd > 40 years old).

Pharmacist, Date: @

09¢. 3w~ 20)

OF TUL2D/P

@ sUBIEES L= 149 rondomited ow (e\exvion (sive 1)- 0320CT20\8 @ <ee sgned copN daved oureszo\q. [0+ e
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CA24914 - 22nd Qentury Group, Inc. Protocol: VIN Cigarette Consunption Study, Amenced Protccol Date 18JUN2018. Preduct: VLN Cigarettes
An Cpen-label, 2-Site, Rarcdomized Study to Assess Cigarette Consunption and Bicmarkers
Randcmization Schedule
FCR EAQI ENRCLIMENT GRCUP ASSICN MALE SUBJECTS GOING DOWN THE LIST STARTING WITH SUBJECT NUMBER 35 WITH ALL <= 40 YEAR QLD SURJECTS
FIRST, FOLLOWED BY ALL » 40 YEAR OLD SUBRJECTS. ASSIGN FEMALE SUBRJECTS GOING UP THE LIST STARTING WITH NUMRER 70 WITH THE <= 40 YEAR
SURTECTS AT THRE BOTTOM OF THE LIST

Site Flavor

Subject
Number

Cender &
Age Grocup Product

2 Nen-Manthol
Ren-Mentiol
Nen-Menthol
Nen-Menthol
Nen-Menthol
Nan-Menthol
Nen-Menthol
Non-Menthol
Keoa-Menthol
Non-Menthol
Non-Menthol
Non-Menthol
Non-Manthol
Nen-Menthol

Procuct Descriptions:

Q5o
051

OIS?.

60
61

062
O3

Male 40 vin - ool=- 03

Make 40 viv ool —\ol

MakyHO U8 06\ -109
VIN

Male Y40 N 001 =107

MaleH40 us8  pol~ 109

VLN
Feamale Y40 VIN 001= \L2Z
Eeanaie YOUIN 001~ 094

UB: Usual brand filtered kirg size cigarettes scurced by the subjects

VIN: Very low nicotine cigarertes sourced by 22rd Century Growp, Inc.

Each study group (for the purpose of the randomization defined as this group of 35 subjects) will include no fewer than
10 subjects of either gerxier and no fewer than 10 subjects fram each age group (¢= 40 years old and > 40 years old).

59 JuuL ~1®

OGqT v 20

Shammecist, Date: ()
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CA24914 - 22nd Century Group, Inc. Protocol: VIN Cigarette Consumption Study, Amended Protocol bate 183UN2018. Product: VLN Cigarettes
An Cpen-label, 2-Site, Randomized Study to Assess Cigsrette Consunption and Riomarkers
Randomizaticn Schedule
FOR FACH ENROLLMENT GROUP ASSICN MALL SURJECTS GOING DOWN THE LIST STARTING WITH SUBJECT NUMBER 35 WITH ALL <= 40 YEAR OLD SUBJBRCTS
FIRST, FOLLOVED BY ALL > 40 YIAR OLD SUBJECTS. ASSIGN FEMALE SUBJECTS GOING UP THE LIST STARTING WITH NMBER 70 WITH THE <= 40 YERR
SIRIRCTS AT 'THE BOTTCK OF THE LIST

Subject Gender &

Site Flavor Namber  Age Group roduct
2 Men-tenthol Qlet  Eemalk YHOuin 001= 105

Non-tenthol O 65 Fomale £ 40 U 001~ 1\

W M v

|

Men-Menthol 66  Fomale 240 v DOZ-(U4g
Mndenthol 67 Femeleeuy vinpor- iy Wsezss oot QIS0 (et S
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Product Descriptions:

UB: Usval brand filtered king size cigarettes sourced by the subjects

VIN: Very low nicotine cigarettes sourced by 22nd Century Group, Inc.

Each study group {for the purpose of the randomization defined as this group of 35 subjects) will include no fewer than
10 subjects of either gender and no fewer than 10 subjects from each age qroup (<= 40 years old and > 40 years old).
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CA24914 - 22nd Century CGroup, Inc. Protocol: VIN Cigarette Consunption Study, Amended Protocol Date 183JUN2018. Product: VLN Cigarettes
An Open-label, 2-Site, Randomized Study to Assess Cigarette Censunption and Bicmarkers
Randsmizaticn Schadule
FOR EACH =NROLIMENT GROUP ASSIQN MALE SUBJECTS GOING DOWN THE LIST STARTING WITH SU3JECT NUMBER 35 WITH ALL <= 40 YFAR OLD SUBJECTS
FIRST, FOLLOWED BY ALL > 40 YHAR OLD SUBJETTS. ASSIGN FEMALE SUBJECTS GOING UP THE LIST STARTING WITH NUMBER 70 WITH THE <= 40 YEaR
SUBJECTS AT THE EOTTOM CF THE LIST

PeplacemaIn Gond o+ Ay Subject Gerder &
Site Flavor Nurber Age Group Product

co2-~251 - male 24o 2 Non-¥enthol @530 male¢ 2440 UB 662 - ‘
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Non-#enthol 38  Malt 240 vin 0DoZ 1130 20 1g
Non-¥enthol 39 Mmalt >40 1 402 - Ot;_ (3Jar2a 3 Ceherd |
Non-¥enthol a0 malesly VN 062 -0pF B 2 rvez Conert 3
Non-¥enthol 42 mpale SO vy 002080
Non-Menthol 42 pMalldU o vin 003-089 ) i
—— assprers [JPEEe (ghert 4

Non-Menthol 43 Mule 4o B gop-122

Non-Menthol 40 paale 24n v 0L2-136 £235p2u
Non-Menthol 45 Maule >UC VIN go 2-14 ‘5_-— .145_'

Non-Menthol @(46 MaleSHC viN 0ol - h S
Non-Menthcl ()47 mple >HG UB 001~ 100G
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Product Descriptions:

UB: Usual brand filtered king size cigarettes sourced by rhe subjects

VIN: Very low nicotine cicarettes scurced by 22nd Century Groug, Inc

Each study group (for the purpose of the randomization defined as this ¢roup of 35 subjects) will irclude no fewer than

10 subjects of either gender anc no fewer than 10 subjects from each age group (<= 40 vears old and > 40 years oid)
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CA24914 - 22nd Century Group, Inc. Protocol: VIN Cigarette Consutption Study, Amencad Protoccl Date 18JUN2018. Product: VLN Cigarettes
An Cpen-label, 2-Site, Rarcdamized Study to Assess Cigarette Consunption and Biomarksrs
Randemization Scheduie
! INROLLMENT GROJUP ASSIN MALE SUBJECTS COING DOWN THE LIST STARTING WITH SUBJECT NUMBER 35 WITH ALL <= 4C YEAR OLD SUBJECTS

FIRST, JICYED BY ALL > 40 YZAR OLD SUBJECTS. ASSIGN FoMRLE SUBJECTS GOING UP THE LIST STARTING WITH NUMBER 70 WITH THE <= 40 YEAR
B coecacp SURGECTS AT THE ROTTOM OF THE LIST
. :LJE > - Supject Cender &
_EEP‘\_QLL.N _(-‘_Qﬂ‘i({-( Ajc Site Flavor Number Age Group Prochict

2 Nen-Menthol (D150 Male = L0 VIN go(-103
Non-¥entiol  (DiIS1 mylp >4C VN ool -0l
Nen-Mentnol  (D)i52 Mol 240 us 0CI- 108
Nen-Menthol (& 53 Malz e Lo vix 802 - 1S4 -

oalt >4e vIx golt-le#

Non-Menthol  (Ui5S Mals >4 BB 00! - 1¢9

=
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Non-Kenthol 56 malredt vix L2 - 22C

Nen-Menthol 57 Male £ 0 vIN 002 - 24+ ’
— e RGN RGOS Co\'\t” 3
Nen-Menthol 58  Femalr ?HeUB o2 -1 Fp ottnele
Nen-Menthol 59 Fowall 240 vIX 002 - bt
oo~ 35—“'- Female >1{e Non-Menthol (5 260 Tamale24d uB (92 - 158

Non-Mentrol 61 Famalg 246 VIN 92 - 1LY

Non-Mentncl  (Bi62 Fomale 24o vix ¢ol - 112
Non-Menthol D63 Female >HpviN 001 - 099
Product Descriprions:
{B: Usual brand filtered xing size cigarertes scurced by the subjects
VIN: Very lcw nicotine cigarectes sourced by 22nd Century Group, Inc.
Each study group (fcr the purpose of the randomization cefined as this grcup of 35 subjects) will include no fewer than
10 subjects of either gender and no fewer than 10 supjects from each ace group (<= 40 years old and > 40 years old) .
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CAZ4914 - 22nd Century Grecup, Inc.
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Protocol : VLN Cigarette Consumptian Study, Amended Protocol Date 18JUN2018. Product: VIN Cicarettes

An Cper-label, 2-Site, Rardamized Study to Assess Cigarstte Consumption ard Biomarkers
Rzndomizatvicn Schedule
FCR EACH ENROLLMENT GRCUP ASSIGN MALE SUBJECTS GOING DCYM THE ITST STARTING WITH SURJECT NUMBER 35 WITH ALL <= 40 YEAR OLD SUBJECTS

FIRST,

Product Descriptions:

SUBJECTS AT THE

Site Flavor
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Non-Menchel
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Numbe

FOLLOWED BY ALL > 40 YENR OLD SUBJECTS. ASSIGN FEMALE SUBJECTS GOING UP THE LIST STARTING WITH NUMBER 70 WITH THE <= 40 YEAR

BOTTCQM OF THE LIST

Cender &
Age Growp
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UB: Usual brand filtered king size cigarettes sourced by the subjects
VLN: Very low nicotinc cigarettes sourced by 22nd Century Group, Inc

Each study group (for the purpose of the randomization defined as this
10 subjects of either gender and no fewer than 10 subjects from each ag
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subjects) will include no fewer than
40 years old and > 40 years old)
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