
pharmaceuticals

To: Medpace Clinical Pharmacology Unit

From: Zachary Prensky, CEO - LB pharmaceuticals

Date: May 07,2O2O

RE: Clarification Memo #7

LB-102-001: A Randomized, Double-Blinded, Placebo-Controlled, Single and Multiple Ascending
Dose Study to Evaluate the Safety, Tolerability, and Pharmacokinetics of LB-102 Administered
Orally to Healthy Subjects

The intent of this protocol clarification memo is to provide clarification for the LB-102-001 protocol
(ProtocolVersion 4, 08 April 2020lr. All items listed below will be incorporated into the next amendment.
The protocol amendment will be sent after it is filed with FDA.

Section 74.7 - Appendix 7: Clinicol Phormocology Summory Toble

OrioinalWordina

General

Chemicol Structure
ond Mojor Physicol
ond Chemicol
Properties

O..^rO 3

Mo le cu lo r We ig ht: 383. 5 1

Description White to off-white powder

pKo 9.i6

Portition
Coefficient 1..72 (pH 7)

(LosP)

Aqueous Colculoted
solubititv HPLC Area Somole

vehicle of Somple Concentrotion .^::'^:':::-,-f Somple Concentrotion .. Comment
(22s nm) (mg/mL) '*,::::,'',*

jo% DMF fio:1 dilution, pH of
70% pH 4.7 2769 0.44 44.0

MES buffer is unchonged

pH 4.7 MES j770 0.614 61.4 100.:1 d.ilution, pH of
Buffer buffer is unchonged
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Revised Wordinq

pH 5 HCI

pH6
phosphote

buffer
pH5

ocetote
buffer

4990

3827

Not
Determined

0.8i9

0.62s

>800

83,9
100:1 dilution, pH of
buffer is unchanged

1000:l dilution, pH of
buffer is unchonged

pH of solution becomes
6.5

>800

lndication (for this
tND)

For the Treotment of Schizophrenia.

Route and
Formulation Type
(for this tND)

Oral Copsule.

Plonned Strengths
(for this tND)

LB-102 consists of API in o Size 2 white opaque,/white opoque hard gelotin copsule in dosoge
strengths of 25 mq ond 100 mg.

General

Chemicol Structure
and Mojor Physicol

and Chemicol
Properties

--.}='{,*ri f^o
Mo lecu lo r We ig ht: 383. 5 L

Description White to off-white powder
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Coefficient 1.72 (pH 7)
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Loncentrotton
(225 nm) (mg/mL)

30% DMF
70% pH 4.7 276s 0.44 44.0 100::d,!t:tion' 

eH of

MEs buffer is unchonged

":id," i77o 0'614 61'4 f:;;:i!::;:ri:l
pH 5 HCI 4gg0 0.839 Lj.g 100:1' dilution' pH of

buffer is unchonged
pH6

phosphote 3827 0.625 62s 7000:L-dilution' pH of

bulfer buffer is unchonged
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oH5' Not
ocetote

Determined
buIIer

>800 >800
pH of solution becomes

6.5

lndication (for this
tND)

For the Treotment of Schizophrenia.

Route ond
Formulotion Type
(for this tND)

Orol Copsule.

Plonned Strengths
(for this tND)

LB-102 consists of API in a Size 2 white opoque/white opoque hord gelotin copsule in dosage
strengths of 25 mg, 50 mg, 75 mg, ond 100 mg.
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DateZachary Prensky, CEO
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