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CELERION
621 ROSE ST
LINCOLN, NE 68502-2040
119 pgs
ATTENTION

Confidentiai Information enclosed.
To be viewed by authorized persons only.

If you have questions regarding any information you have requested,
please call the phone number on the enclosed invoice.

To Whom It Concern:

is record that identifies a
either directly, by reference to publically available
identification by another person unless further disclosure is expressly
I whose information js being disclosed or as otherwise permitted by 42
ease of medical or other information is NOT sufficient for this purpose
any use of the information to investigate or Prosecute with regard to a
&r, except as provided at 42 CFR §§ 2.112(c)(5) and 2.65.

information, or through verification of such
permitted by written consent of the individua
CFR part 2. A general authorization for the re|
(see 42 CFR §2.31). The federal rules restrict
crime any patient with a substance use disord
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Ciox Heaith

p'?{ Bot’t‘a%ﬁ 30023-1812 Date

Alpharetta, -181

Fed Tax ID 56 - Sy g 111812018

1-800-367-1500 EY———
0259819282

ip to: Requested By: CELERION
to:

2hip to ' Patient Name: ~

CELERION

CELERION

621 ROSE ST

LINCOLN, NE 68502-2040

Records from:

NEBRASKA MEDICINE
989100 NEBRASKA MEDICAL CENTER
OMAHA, NE 68198-9100

www.CioxHealth.com
www.CioxHealth.com

Get future medical records as soon as they are processed, by signing up for
secure electronic delivery. Register at: edelivery.cioxheaith.com
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— Request for Release of
celerion | D’( Medical/Dentaj Records to Celerion

Participgnt Name

Date of Birth Qi 2

PN

As a participant in a dinical reseanch investigation, |
authorize UN fnc Divadng,
¥ Medical Records

0 Medical Recorgs containing sensitive information including but not iimited 1o v and/or hepatitis C tas
results, past psychiatric history/iﬂvolumary psychiatric admission, etc.

[{ 1o my participation in the above mentioned medica! research study at Celerion. Please forward

Inchading the foliowing;
J Admissior/Discharge Summary 17 Lab Werk " = ::(-Ray e
O EG 0 Medication eport 0 Copyof fm{s
& ER Repon & Physician Progress Notes T Other

My medical racords wil assisuhereseamhhvesﬂgam hmlingmuotehfomﬁonasamofme
approvaddhicaipmloconnmbnlam participating, Ifyouhmanyquewons,youuteyeomaunw
Investigetor a( CELERION for further details. A photo copy or faxed version of this authorization shal be
considered as effective and valid ag the original,

I understand that ; may revoke this authorization in wriling at any time, excepl lo the extent that action based on
this a i

has sireacy been taken. Unless | revoke this authorization earlier, it wil) expire 1 year from
the date requested or on the spacified date of 10 o3

Your assistance i5 apprecialed,
Sincerely,
/7
ot Signaiure Rebuosted
RECEIVED
OCT 28 208

Request for Reloage of Medical/Dental Records to Celarion

GSOP.D:!,DOBLOQ“M Page 1 of 1
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celerion

Adverse Events

Study #: CA24914

Group #: 2

Site: LNK

* Adverse Event date is unknown

Group #: All Include Predose? Yes
Period: All Include Pl Review? No
CLID: 43 Include Initials? No SP Status: Dosed
PHID: All Include PHID? No Only SAEs: No
Include AE Term? No Screening AEs? Include SCR AEs
S|F|S|OJA|R|O| O
Verbatim PI Onset Resolved | E|R|E|U|C|E|T| T
CLID| SID| PER | TRT| Term INIT| Date/Time | Date/Time | V| E|R| T| T| L| H| H1
43 23 2 D TEMPORAL PM11 16-AUG-2018 17-AUG-2018 2 3 7 1 5 3
HEADACHE 14:30 15:00
43 23 2 D OCCIPITAL PM11 19-AUG-2018 02-SEP-2018 1 2 7 1 1 3
HEADACHE 18:30 13:30
43 23 2 D TENDERNESS PM11 14-SEP-2018  15-SEP-2018 2 7 1 5 5
AT RIGHT 09:50 14:00
ANTECUBITAL
VENIPUNCTURE
SITE
43 23 2 D SUBARACHNOID PM11 (b)(6) 02-0CT-2018 3 3 3 1 1 5
HEMORRHAGE ** >
Printed Date/Time: 02-AUG-2019 13:10 (CDT) User: JML4

ClinQuick - Production

Sponsor: 22nd Century Group, Inc.
Protocol: CA24914
PI: Allen Hunt, M.D.

csv: N

** Adverse Event time is unknown

Page: 1 of 2
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celerion

Group #: All
Period: All
CLID: 43
PHID: All

SEV (Severity)
1 Mild
2 Moderate
3 Severe
FRE (Frequency)
1  Single Episode
2 Intermittent
3 Continuous
SER (Serious)
Death
A life threatening AE

A persistent or significant incapacity or substantial disruption of the ability to conduct

normal life functions

5 A congenital anomaly/birth defect

6  Important medical event

7 Not serious
OUT (Outcome)

Resolved
Improved
Unchanged
Worse

Fatal

o g~ W N P

Unknown/lost to follow-up

Study #: CA24914

Include Predose? Yes
Include Pl Review? No
Include Initials? No
Include PHID? No
Include AE Term? No

1
2
3 Inpatient hospitalization or prolongation of existing hospitalization
4

Printed Date/Time: 02-AUG-2019 13:10 (CDT)

ClinQuick - Production

Adverse Events

Group #: Site:

SP Status: Dosed
Only SAEs: No
Screening AEs? Include SCR AEs

* Adverse Event date is unknown

ACT (Action)

None

Drug dosage adjusted
Drug stopped-restarted
Therapy

o O A W N P

Hospitalization
REL (Relationship)

L kely
Probably

1

2

3 Possibly
4 Unlikely
5

Unrelated

99  Undetermined

User: JML4

Drug discontinued due to A/E

Sponsor: 22nd Century Group, Inc.
Protocol: CA24914

PI:

CSM:

** Adverse Event time is unknown

Page: 2 of 2
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celerion
Participant Medical History

r

SID:

23

Study #:  CA24914

PARTICIPANT HISTO

Pack Cugarettés/day {20—29)

Printed Date/Time: 7/17/2018 2:27:34 PM User:  CELERION\yumaj01 Page: 1 of 3




celerion
Participant Medical History

% .;}gkﬂ,. .

SiD:

Study #:

23

CA24914

N OF PREGNANCY

[ Abstinent {Not sexually active with a partner of the opposite sex)
Condom and Spermicide

Condom Only

Diaphragm and Spermicide

Diaphragm Only

Oogonoo

Vasectomy / Partner With Vasectomy (specify date of vasectomy)

Females Only: | have been sexually active only with a partner with a vasectomy
since:

[ Other {Specify)

OO oooooao

[] Hormonal tUD {e.g., Mirena®)
Non-hormonal IUD (e.g., ParaGard®)

Injection Birth Control (e.g. Depo-Provera® or Lunelle®)
Implant {e.g. tmplanon®)

Oral Contraceptive {pill)

Ooooo

Non-surgical Birth Control Procedure {e.g., Fssure®)
Has a confirmatory dye test been done? [lves [Ino
[0 B8irth Control Patch (e.g., Ortho-Evra®)
{1 Vaginal Ring {e.g. NuvaRing®)
s&ﬁﬁdﬂauaﬂhﬁﬂéhadfﬂhﬁéﬁﬁu&e-5 “_l“_f;;L:::;‘_;nﬂj"
i} Tubal Ligation (bbth tubes tied)
[[] Oophorectomy (both ovaries removed)
Y] Hysterectomy (full or partial removal of the uterus)

[} Postmenopausal {provide end date of last menstrual cycle)

FEMALES ONLY - Males skip to the next secti

3. Do you have o have you ever had any 1

Printed Date/Time: 7/17/2018 2:27:34 PM User: CELERION\yumajO1

Page:

2 of 3
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leriom so: 2
.~«<pant Medical History Study #  CA24914

’

iSurgery, other B : Mar| 1999§ﬁeplé£ed_ righ_t;humﬁjpin . | 7
ESurgery, Carpfa_!__tgnne__l_syndrg_r_ne i ‘ 1997isurgeryto repair r._i—g_ht carpal.

Junderstand that assistance will be made available to me should ! require . | understand that false, incompiete, or misleading
information about medical history could have very serious consequences {e.g., negative effects to my personal heaith, unforeseen adverse
e information in this packet is accurate and complete to the best of my knowledge.

b\ee&f\g aSdercid Divdn
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Printed Date/Time: 7/17/2018 2:27:34 PM User:  CELERION\yumajOl Page: 3 of 3





