
Prescriber Name: ___________________________________________________________________________ 
(First) 				    (Last) 

Email:___________________________________________  State License #:____________________________

Prescriber Address:  _________________________________________________________________________ 

Prescriber Address #2:  _______________________________________________________________________ 

City: ____________________________________________ State: ________________Zip Code: ____________ 

Phone: _________________________ Fax: _______________________NPI #:  __________________________ 

Physician Office Contact:  ___________________________________________Phone:  ____________________

Sex:    Male   Female      DOB: ___________________________   Weight:_____________________________ 

Address: _________________________________________________________________________________ 

City: _____________________________________________  State: _______________ Zip Code: ___________ 

Phone: ___________________________________  Mobile Phone:  ________________________________ 

Method of Contact:	 Phone    Mobile Phone	 E-mail: _________________________Best Time to Call: ________ 

FOR PATIENTS UNDER 18:  

Parent/Guardian Name: _______________________________________________________________________
(First) 	 (Middle) 	 (Last) 

Address:  _________________________________________________________________________________ 

City: ___________________________________________ State: _____________Zip Code: ________________ 

Phone: _________________________________________Mobile Phone: _______________________________

STEP 2: PRESCRIBER INFORMATION

STEP 1: PATIENT INFORMATION

PATIENT ENROLLMENT FORM
PHONE: 844‐4‐THIOLA (844‐484‐4652) — FAX: 877‐473‐3167
For electronic version, visit www.THIOLAECHub.com

Name: ___________________________________________________________________________________
(First) 	 (Middle) 	 (Last)

Prescriber’s full, usual, and actual signature is required-no stamps. This form cannot be processed without the 
prescriber’s signature. 

By signing below, I certify that (a) the above therapy is medically necessary and that I will supervise the patient’s 
treatment accordingly; (b) I have received the necessary authorizations, including those required by state law and 
the Health Insurance Portability and Accountability Act of 1996 (HIPAA), to release the above information and other 
health and medical information of the patient to Travere Therapeutics, Inc. (Travere), and the company or companies 
that help Travere administer the THIOLA EC® Total Care Hub services; (c) I am prescribing the drug listed for the 
patient listed in this application based upon my independent medical judgment. By my signature below, I agree 
to receive certain reimbursement support services on behalf of the patient. I authorize Travere and Eversana Life 
Science Services (“Eversana”), acting on behalf of Travere, to use the information contained in the prescription 
above, my name, and the name, address, and telephone number of my medical practice, and other applicable 
information, in order to provide me, my practice, and the patient listed in this application with the aforementioned 
reimbursement support services. I understand that participation in the THIOLA EC® Total Care Hub services 
described does not constitute a guarantee on the part of Travere or parties acting on its behalf that (1) the drug 
I have prescribed will be reimbursed by the patient’s or any insurance program, or (2) the patient will be eligible 
for any patient assistance program. I appoint Travere and its agents to convey this prescription—electronically or 
otherwise—to the dispensing pharmacy. 

Prescriber Signature: __________________________________________________________	

Date: ___________________________________________ 

Complete Information on following page
January 2021        THI460v2

Please complete and return Pages 1 and 2 of this form to  
THIOLA EC® (tiopronin) Total Care Hub by faxing to (877) 473-3167

STEP 3: PRESCRIPTION INFORMATION

PRESCRIBER AUTHORIZATION — Required

THIOLA EC® is a registered trademark of Mission Pharmacal Company.

Date: ____________________________________

DIAGNOSIS INFORMATION  (This medical form is for insurance purposes only, not to suggest approved uses for 
promotion)

Diagnosis   Cystinuria  ICD-10-CM Code: E72.01
 Other Diagnosis__________________    ICD-10-CM Code:_________________

THIOLA EC (tiopronin) Prescription
 300 mg EC tablet
__________ tablets taken_______times a day OR other dose/frequency ________________ 
      Dispense 30 day supply       No. of refills____________

 100 mg EC tablet
__________ tablets taken_______times a day OR other dose/frequency ________________ 
      Dispense 30 day supply       No. of refills____________

 Take with food
Recommended Initial Dosage* - Given in 3 divided doses
Adult Dosage: 800 mg/day 	        Pediatric Dosage(≥ 20 kg): Based on 15 mg/kg/day
Average adult dose was 1000mg/day in a clinical study
Please attach most recent 24-hour urine test results
*Please see accompanying full Prescribing Information for Indications, complete Dosing Information and Important Safety Information. 
NY Prescribers please submit prescription on an original NY State prescription blank. For all other states, if not faxed, prescription must be submitted on a 
state-specific blank, if applicable for your state. If required by your state, please indicate: 

 Dispense as written  Substitution allowed
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Patient Name: _______________________________________________________________________
(First) 	 (Middle) 	 (Last)

Patient DOB: ___________________________________________

PRIMARY INSURANCE — Please attach a copy of both sides of the patient’s insurance card
Insurance Carrier:  _______________________________________________ Phone:  ________________ 

Subscriber Name: ___________________________________________ 

Subscriber Date of Birth:____ /___/_____ 

Relationship to Subscriber:  Self   Spouse   Child   Other:  __________________________________ 

Employer Name:  ________________________________________________ID Number: _____________ 

Policy #: __________________________________Group ID #: __________________________________ 

PHARMACY BENEFITS-PRESCRIPTION DRUG CARD 

Insurance Carrier: __________________________________________Phone: ______________________ 

Rx BIN:  _________________________________________________Rx PCN: _____________________ 

Rx ID #: _________________________________________________Group #: _____________________ 

(Pharmacy Benefits) section:  _____________________________________________________________

PATIENT AUTHORIZATION–HIPAA Release

Please complete and return Pages 1 and 2 of this form to  
THIOLA EC® (tiopronin) Total Care Hub by faxing to (877) 473-3167

Please see accompanying full Prescribing Information on back.

Patient/Guardian Signature: _____________________________________ Date: ____________________ 

Relationship to Patient: ________________________________________ Date: ____________________

Patient/Guardian Address: _______________________________________________________________

Phone: _____________________________________    Cell Phone: ______________________________

February  2020        THI460v2

[Before signing, the patient and/or patient’s authorized representative should review and understand the 
terms of this Authorization and Release (“Authorization”) before signing. If an authorized representative 
signs for the patient, please indicate the relationship to the patient.]

I understand that the collection, use, and disclosure of the patient’s health information are protected 
under law. Information contained in this Enrollment Form, such as the patient’s name, address, 
insurance, prescription, and medical information, is “protected health information” (“PHI”). By signing 
this authorization, the patient agrees to the collection, use, and disclosure of the patient’s PHI as 
described below.

I understand that I may decline to sign this Authorization, and that doing so will not affect the 
patient’s ability to receive THIOLA EC® (tiopronin) or obtain insurance or insurance coverage. 

I understand that once PHI about the patient is released based on this authorization, federal privacy 
laws may not prevent Travere Therapeutics, Inc. (Travere) and company or companies who administer 
the THIOLA EC Total Care Hub Support Services (“Services”) from further disclosing my information. 
However, I understand that such entities have agreed to use or disclose PHI they receive only for the 
purposes described in this authorization or as required by law.

I also understand that I may revoke (withdraw) this Authorization at any time by sending a signed, 
written statement to the THIOLA EC Total Care Hub by faxing it to (877) 473-3167.

Revoking this authorization will prohibit PHI disclosures after the date written revocation is received 
by the THIOLA EC Total Care Hub, except to the extent that action has been taken already on this 
authorization. After I revoke this authorization, the patient’s PHI may be disclosed among Travere and 
the company or companies that help Travere administer the services in order to maintain records of the 
patient’s participation, but it will not be otherwise disclosed or used.

By signing below, I authorize Travere Therapeutics, Inc. (Travere) and the company or companies 
that help Travere administer the Services, to do the following:

1. �Request and receive information from the patient’s treating physician, healthcare provider, health
insurer, or pharmacist necessary to investigate and resolve the patient’s insurance coverage,
coding, or reimbursement inquiry or to provide the reimbursement support service that I have
requested. Information may include the patient’s medical diagnosis, condition, and treatment
(including prescription information), the patient’s health insurance, name, address and telephone
number;

2. �Collect, use, and disclose to each other any patient information including PHI for the purpose of
investigating and resolving the patient’s insurance coverage, coding, or reimbursement inquiry or
to administer the Services, including entering and maintaining the patients in a database;

3. Contact me by mail, email, telephone, text or alternative communication to discuss and receive
marketing communications, invitations to participate in research, educational materials,
treatment support services and patient engagement initiatives designed for people taking
THIOLA EC, including nutritional support and counseling;

4. �Communicate with my healthcare providers and health plans about my insurance benefit and
coverage status and product administration (e.g., prescription, dosing, refills);

5. �Disclose information to the patient’s treating physician, healthcare professional, or pharmacist
as necessary to resolve the patient’s insurance coverage, coding, or reimbursement inquiry. I
also authorize my insurer, treating physician, healthcare provider, and pharmacist to release PHI
about the patient’s prescribed medications and medical condition requested by Travere and the
company or companies that help Travere administer the Services;

6. �Contact the patient’s insurer, other potential funding sources, social workers, patient advocacy
organizations, or patient assistance programs (e.g., the THIOLA EC Total Care Hub) on the
patient’s behalf to determine if the patient may be eligible for health insurance coverage or other
funds, and disclose to them PHI about the patient’s prescribed medications and medical condition
that has been provided by the patient or patient’s authorized representative or physician,
healthcare provider, or pharmacist; and

7. Disclose any PHI obtained from the sources listed above to third parties, if required by law, and/or
to conduct surveys, focus groups or interviews related to cystinuria and the effectiveness of the
THIOLA EC Total Care Hub program.
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THIOLA EC® (tiopronin) delayed-release tablets

THIOLA EC® (tiopronin) delayed-release tablets - 100 mg & 300 mg strengths
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irt

h 
de

fe
ct

s,
 m

is
ca

rr
ia

ge
, o

r a
dv

er
se

 m
at

er
na

l o
r f

et
al

 o
ut

co
m

es
. R

en
al

 s
to

ne
s 

in
 p

re
gn

an
cy

 m
ay

 re
su

lt 
in

 a
dv

er
se

 
pr

eg
na

nc
y 

ou
tc

om
es

 (s
ee

 C
lin

ic
al

 C
on

si
de

ra
tio

ns
). 

In
 a

ni
m

al
 re

pr
od

uc
tio

n 
st

ud
ie

s,
 th

er
e 

w
er

e 
no

 a
dv

er
se

 
de

ve
lo

pm
en

ta
l o

ut
co

m
es

 w
ith

 o
ra

l a
dm

in
is

tra
tio

n 
of

 ti
op

ro
ni

n 
to

 p
re

gn
an

t m
ic

e 
an

d 
ra

ts
 d

ur
in

g 
or

ga
no

ge
ne

si
s 

at
 d

os
es

 u
p 

to
 2

 ti
m

es
 a

 2
 g

ra
m

s/
da

y 
hu

m
an

 d
os

e 
(b

as
ed

 o
n 

m
g/

m
2 ). 

Th
e 

es
tim

at
ed

 b
ac

kg
ro

un
d 

ris
k 

of
 m

aj
or

 
bi

rth
 d

ef
ec

ts
 a

nd
 m

is
ca

rr
ia

ge
 fo

r t
he

 in
di

ca
te

d 
po

pu
la

tio
n 

is
 u

nk
no

w
n.

 A
ll 

pr
eg

na
nc

ie
s 

ha
ve

 a
 b

ac
kg

ro
un

d 
 

ris
k 

of
 b

irt
h 

de
fe

ct
, l

os
s,

 o
r o

th
er

 a
dv

er
se

 o
ut

co
m

es
. I

n 
th

e 
U.

S.
 g

en
er

al
 p

op
ul

at
io

n,
 th

e 
es

tim
at

ed
 b

ac
kg

ro
un

d 
ris

k 
of

 m
aj

or
 b

irt
h 

de
fe

ct
s 

an
d 

m
is

ca
rr

ia
ge

 in
 c

lin
ic

al
ly

 re
co

gn
iz

ed
 p

re
gn

an
ci

es
 a

re
 2

%
 to

 4
%

 a
nd

 1
5%

 to
 

20
%

, r
es

pe
ct

iv
el

y. 
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in

ic
al

 C
on

si
de

ra
tio

ns
Di

se
as

e-
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so
ci

at
ed

 m
at

er
na

l a
nd

/o
r e

m
br
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/fe

ta
l r

isk
Re

na
l s

to
ne

s 
in

 p
re

gn
an

cy
 m

ay
 in

cr
ea

se
 th

e 
ris

k 
of

 a
dv

er
se

 p
re

gn
an

cy
 o

ut
co

m
es

, s
uc

h 
as

 p
re

te
rm

 b
irt

h 
an

d 
lo

w
 b

irt
h 

w
ei

gh
t.

Da
ta

An
im

al
 D

at
a 

No
 fi

nd
in

gs
 o

f f
et

al
 m

al
fo

rm
at

io
ns

 c
ou

ld
 b

e 
at

tri
bu

te
d 

to
 th

e 
dr

ug
 in

 re
pr

od
uc

tio
n 

st
ud

ie
s 

in
 m

ic
e 

an
d 

ra
ts

 a
t 

do
se

s 
up

 to
 2

 ti
m

es
 th

e 
hi

gh
es

t r
ec

om
m

en
de

d 
hu

m
an

 d
os

e 
of

 2
 g

ra
m

s/
da

y 
(b

as
ed

 o
n 

m
g/

m
2 ).
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La
ct

at
io

n 
Ri

sk
 S

um
m

ar
y 

Th
er

e 
ar

e 
no

 d
at

a 
on

 th
e 

pr
es

en
ce

 o
f t

io
pr

on
in

 in
 e

ith
er

 h
um

an
 o

r a
ni

m
al

 m
ilk

 o
r o

n 
th

e 
ef

fe
ct

s 
of

 th
e 

br
ea

st
fe

d 
ch

ild
. A

 p
ub

lis
he

d 
st

ud
y 

su
gg

es
ts

 th
at

 ti
op

ro
ni

n 
m

ay
 s

up
pr

es
s 

m
ilk

 p
ro

du
ct

io
n.

 B
ec

au
se

 o
f t

he
 

po
te

nt
ia

l f
or

 s
er

io
us

 a
dv

er
se

 re
ac

tio
ns

, i
nc

lu
di

ng
 n

ep
hr

ot
ic

 s
yn

dr
om

e,
 a

dv
is

e 
pa

tie
nt

s 
th

at
 b

re
as

tfe
ed

in
g 

is
 n

ot
 

re
co

m
m

en
de

d 
du

rin
g 

tre
at

m
en

t w
ith

 T
HI

OL
A 

EC
.

8.
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Pe
di

at
ric

 U
se

TH
IO

LA
 E

C 
is

 in
di

ca
te

d 
in

 p
ed

ia
tri

c 
pa

tie
nt

s 
w

ei
gh

in
g 

20
 k

g 
or

 m
or

e 
w

ith
 s

ev
er

e 
ho

m
oz

yg
ou

s 
cy

st
in

ur
ia

, i
n 

co
m

bi
na

tio
n 

w
ith

 h
ig

h 
flu

id
 in

ta
ke

, a
lk

al
i, 

an
d 

di
et

 m
od

ifi
ca

tio
n,

 fo
r t

he
 p

re
ve

nt
io

n 
of

 c
ys

tin
e 

st
on

e 
fo

rm
at

io
n 

w
ho

 a
re

 n
ot

 re
sp

on
si

ve
 to

 th
es

e 
m

ea
su

re
s 

al
on

e.
 T

hi
s 

in
di

ca
tio

n 
is

 b
as

ed
 o

n 
sa

fe
ty

 a
nd

 e
ffi

ca
cy

 d
at

a 
fro

m
 a

 
tri

al
 in

 p
at

ie
nt

s 
9 

ye
ar

s 
to

 6
8 

ye
ar

s 
of

 a
ge

 a
nd

 c
lin

ic
al

 e
xp

er
ie

nc
e.

 P
ro

te
in

ur
ia

, i
nc

lu
di

ng
 n

ep
hr

ot
ic

 s
yn

dr
om

e,
 

ha
s 

be
en

 re
po

rte
d 

in
 p

ed
ia

tri
c 

pa
tie

nt
s.

 P
ed

ia
tri

c 
pa

tie
nt

s 
re

ce
iv

in
g 

gr
ea

te
r t

ha
n 

50
 m

g/
kg

 ti
op

ro
ni

n 
pe

r d
ay

 
m

ay
 b

e 
at

 g
re

at
er

 ri
sk

 [s
ee

 D
os

ag
e 

an
d 

Ad
m

in
is

tra
tio

n 
(2

.1
, 2

.2
), 

W
ar

ni
ng

s 
an

d 
Pr

ec
au

tio
ns

 (5
.1

) a
nd

 A
dv

er
se

 
Re

ac
tio

ns
 (6

.1
)].

TH
IO

LA
 E

C 
ta

bl
et

s 
ar

e 
no

t a
pp

ro
ve

d 
fo

r u
se

 in
 p

ed
ia

tri
c 

pa
tie

nt
s 

w
ei

gh
in

g 
le

ss
 th

an
 2

0 
kg

 o
r i

n 
pe

di
at

ric
 

pa
tie

nt
s 

un
ab

le
 to

 s
w

al
lo

w
 ta

bl
et

s 
[s

ee
 R

ec
om

m
en

de
d 

Do
sa

ge
 (2

.1
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Ge
ria

tr
ic

 U
se

Th
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 d
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g 
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w
n 
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e 
su
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ta

nt
ia

lly
 e

xc
re

te
d 

by
 th

e 
ki

dn
ey

, a
nd

 th
e 

ris
k 

of
 a

dv
er

se
 re

ac
tio

ns
 to

 th
is

 d
ru

g 
m

ay
 b

e 
gr

ea
te

r i
n 

pa
tie

nt
s 

w
ith

 im
pa

ire
d 

re
na

l f
un

ct
io

n.
 B

ec
au

se
 e

ld
er

ly
 p

at
ie

nt
s 

ar
e 

m
or

e 
lik

el
y 

to
 h

av
e 

de
cr

ea
se

d 
re

na
l f

un
ct

io
n,

 c
ar

e 
sh

ou
ld

 b
e 

ta
ke

n 
in

 d
os

e 
se

le
ct

io
n,

 a
nd

 it
 m

ay
 b

e 
us

ef
ul

 to
 m

on
ito

r r
en

al
 

fu
nc

tio
n.
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at
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n 
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rd
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op
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n)

 d
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se

 ta
bl

et
s 

ar
e 

a 
re

du
ci

ng
 a

nd
 c

ys
tin

e-
bi

nd
in

g 
th

io
l d

ru
g 

(C
BT

D)
 fo

r o
ra

l 
us

e.
 T

io
pr

on
in

 is
 N

-(
2-

M
er

ca
pt

op
ro

pi
on

yl
) g

ly
ci

ne
 a

nd
 h

as
 th

e 
fo

llo
w

in
g 

st
ru

ct
ur

e:
 

CH
3-C

H-
CO

NH
CH

2-C
O

O
H

SH
Ti

op
ro

ni
n 

ha
s 

th
e 

em
pi

ric
al

 fo
rm

ul
a 

C 5
H 9

NO
3S

 a
nd

 a
 m

ol
ec

ul
ar

 w
ei

gh
t o

f 1
63

.2
0.

 In
 th

is
 d

ru
g 

pr
od

uc
t t

io
pr

on
in

 
ex

is
ts

 a
s 

a 
dl

 ra
ce

m
ic

 m
ix

tu
re

. 

Ti
op

ro
ni

n 
is

 a
 w

hi
te

 c
ry

st
al

lin
e 

po
w

de
r, 

w
hi

ch
 is

 fr
ee

ly
 s

ol
ub

le
 in

 w
at

er
. 

Ea
ch

 T
HI

OL
A 

EC
 ta

bl
et

 c
on

ta
in

s 
10

0 
or

 3
00

 m
g 

of
 ti

op
ro

ni
n.

 T
he

 in
ac

tiv
e 

in
gr

ed
ie

nt
s 

in
 T

HI
OL

A 
EC

 ta
bl

et
s 

 
in

cl
ud

e 
la

ct
os

e 
m

on
oh

yd
ra

te
, h

yd
ro

xy
pr

op
yl

 c
el

lu
lo

se
, h

yd
ro

xy
pr

op
yl

 c
el

lu
lo

se
 (l

ow
 s

ub
st

itu
te

), 
m

ag
ne

si
um

 
st

ea
ra

te
, h

yd
ro

xy
pr

op
yl

 m
et

hy
lc

el
lu

lo
se

 E
5,

 m
et

ha
cr

yl
ic

 a
ci

d:
 e

th
yl

 a
cr

yl
at

e 
co

po
ly

m
er

 (E
ud

ra
gi

t L
 1

00
-5

5)
, 

ta
lc

, t
rie

th
yl

 c
itr
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e.
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.1
 M
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f A

ct
io

n
Th

e 
go

al
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f t
he

ra
py
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 to

 re
du

ce
 u

rin
ar

y 
cy

st
in

e 
co

nc
en

tra
tio

n 
be

lo
w

 it
s 

so
lu
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lit

y 
lim

it.
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io
pr

on
in
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 a

n 
ac

tiv
e 

re
du

ci
ng

 a
ge

nt
 w

hi
ch

 u
nd

er
go

es
 th

io
l-d

is
ul

fid
e 

ex
ch

an
ge

 w
ith

 c
ys

tin
e 

to
 fo

rm
 a

 m
ix

ed
 d

is
ul

fid
e 

of
 ti

op
ro

ni
n-

cy
st

ei
ne

. F
ro

m
 th

is
 re

ac
tio

n,
 a

 w
at

er
-s

ol
ub

le
 m

ix
ed

 d
is

ul
fid

e 
is

 fo
rm

ed
 a

nd
 th

e 
am

ou
nt

 o
f s

pa
rin

gl
y 

so
lu

bl
e 

cy
st

in
e 

is
 re

du
ce

d.
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.2

 P
ha

rm
ac

od
yn
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ic

s
Th

e 
de

cr
em

en
t i

n 
ur

in
ar

y 
cy

st
in

e 
pr

od
uc

ed
 b

y 
tio

pr
on

in
 is

 g
en

er
al

ly
 p

ro
po

rti
on

al
 to

 th
e 

do
se

. A
 re

du
ct

io
n 

in
 

ur
in

ar
y 

cy
st

in
e 

of
 2

50
-3

50
 m

g/
da

y 
at

 ti
op

ro
ni

n 
do

sa
ge

 o
f 1

 g
/d

ay
, a

nd
 a

 d
ec

lin
e 

of
 a

pp
ro

xi
m

at
el

y 
50

0 
m

g/
da

y 
at

 a
 d

os
ag

e 
of

 2
 g

/d
ay

, m
ig

ht
 b

e 
ex

pe
ct

ed
. T

io
pr

on
in

 h
as

 a
 ra

pi
d 

on
se

t a
nd

 o
ffs

et
 o

f a
ct

io
n,

 s
ho

w
in

g 
a 

fa
ll 

in
 

cy
st

in
e 

ex
cr

et
io

n 
on

 th
e 

fir
st

 d
ay

 o
f a

dm
in

is
tra

tio
n 

an
d 

a 
ris

e 
on

 th
e 

fir
st

 d
ay

 o
f d

ru
g 

w
ith

dr
aw

al
.
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 P
ha

rm
ac

ok
in

et
ic

s
Ab

so
rp

tio
n

TH
IO

LA
 E

C 
Ta

bl
et

s
W

he
n 

TH
IO

LA
 IR

 a
nd

 T
HI

OL
A 

EC
 s

in
gl

e 
do

se
s 

w
er

e 
gi

ve
n 

to
 fa

st
ed

 h
ea

lth
y 

su
bj

ec
ts

 (n
 =

 3
9)

 in
 a

 c
ro

ss
ov

er
 

st
ud

y, 
th

e 
m

ed
ia

n 
tim

e 
to

 p
ea

k 
pl

as
m

a 
le

ve
ls

 (T
m
ax

) w
er

e 
1 

(ra
ng

e:
 0

.5
 to

 2
.1

) a
nd

 3
 (r

an
ge

: 1
.0

 to
 6

.0
) h

ou
rs

, 
re

sp
ec

tiv
el

y. 
Th

e 
pe

ak
 e

xp
os

ur
e 

(C
m
ax

) a
nd

 to
ta

l e
xp

os
ur

e 
(A

UC
0-
t) 

of
 ti

op
ro

ni
n 

fro
m

 T
HI

OL
A 

EC
 ta

bl
et

s 
w

er
e 

de
cr

ea
se

d 
by

 2
2%

 a
nd

 7
%

 re
sp

ec
tiv

el
y 

co
m

pa
re

d 
to

 T
HI

OL
A 

IR
 ta

bl
et

s.
 

Fo
od

 E
ffe

ct
s

Ad
m

in
is

tra
tio

n 
of

 th
e 

TH
IO

LA
 E

C 
ta

bl
et

 w
ith

 fo
od

 d
ec

re
as

es
 C

m
ax

 o
f t

io
pr

on
in

 b
y 

13
%

 a
nd

 A
UC

0-
t b

y 
25

%
 

co
m

pa
re

d 
to

 T
HI

OL
A 

EC
 a

dm
in

is
te

re
d 

in
 a

 fa
st

ed
 s

ta
te

. S
in

ce
 th

e 
dr

ug
 is

 d
os

ed
 to

 e
ffe

ct
, t

he
 s

tu
dy

 re
su

lts
 

su
pp

or
t a

dm
in

is
tra

tio
n 

of
 T

HI
OL

A 
EC

 ta
bl

et
s 

w
ith

 o
r w

ith
ou

t f
oo

d;
 a

dm
in

is
te

r a
t t

he
 s

am
e 

tim
e 

ea
ch

 d
ay

 w
ith

 a
 

ro
ut

in
e 

pa
tte

rn
 w

ith
 re

ga
rd

 to
 m

ea
ls

. 

El
im

in
at

io
n

Ex
cr

et
io

n
W

he
n 

tio
pr

on
in

 is
 g

iv
en

 o
ra

lly
, u

p 
to

 4
8%

 o
f d

os
e 

ap
pe

ar
s 

in
 u

rin
e 

du
rin

g 
th

e 
fir

st
 4

 h
ou

rs
 a

nd
 u

p 
to

 7
8%

 b
y 

72
 h

ou
rs

.

Dr
ug

 In
te

ra
ct

io
ns

Al
co

ho
l

An
 in

 v
itr

o 
di

ss
ol

ut
io

n 
st

ud
y 

w
as

 c
on

du
ct

ed
 to

 e
va

lu
at

e 
th

e 
im

pa
ct

 o
f a

lc
oh

ol
 (5

, 1
0,

 2
0,

 a
nd

 4
0%

) o
n 

th
e 

do
se

 
du

m
pi

ng
 o

f T
HI

OL
A 

EC
 ta

bl
et

s.
 T

he
 s

tu
dy

 re
su

lts
 s

ho
w

ed
 th

at
 th

e 
ad

di
tio

n 
of

 a
lc

oh
ol

 to
 th

e 
di

ss
ol

ut
io

n 
m

ed
ia

 
in

cr
ea

se
s 

th
e 

di
ss

ol
ut

io
n 

ra
te

 o
f T

HI
OL

A 
EC

 ta
bl

et
s 

in
 th

e 
ac

id
ic

 m
ed

ia
 o

f 0
.1

N 
HC

l [
se

e 
Dr

ug
 In

te
ra

ct
io

ns
 (7

.1
)].
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no
ge

ne
si

s,
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ut
ag

en
es
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m
pa

irm
en

t o
f F

er
til

ity
Ca
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in

og
en

es
is

Lo
ng

-t
er

m
 c
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ci

no
ge

ni
ci

ty
 s

tu
di

es
 in

 a
ni

m
al

s 
ha

ve
 n

ot
 b

ee
n 

pe
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rm
ed

.

M
ut

ag
en

es
is

Ti
op

ro
ni

n 
w

as
 n

ot
 g

en
ot

ox
ic

 in
 th

e 
ch

ro
m

os
om

al
 a

be
rr

at
io

n,
 s

is
te

r c
hr

om
at

id
 e

xc
ha

ng
e,

 a
nd

 in
 v

iv
o 

m
ic

ro
nu
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eu

s 
as

sa
ys

.

Im
pa

irm
en

t o
f F

er
til

ity
Hi

gh
 d

os
es

 o
f t

io
pr

on
in

 in
 e

xp
er

im
en

ta
l a

ni
m

al
s 

ha
ve

 b
ee

n 
sh

ow
n 

to
 in

te
rfe

re
 w

ith
 m

ai
nt

en
an

ce
 o

f p
re

gn
an

cy
 

an
d 

vi
ab

ili
ty

 o
f t

he
 fe

tu
s.

 In
 2

 p
ub

lis
he

d 
m

al
e 

fe
rti

lit
y 

st
ud

ie
s 

in
 ra

ts
, t

io
pr

on
in

 a
t 2

0 
m

g/
kg

/d
ay

 in
tra

m
us

cu
la

r 
(IM

) f
or

 6
0 

da
ys

 in
du

ce
d 

re
du

ct
io

ns
 in

 te
st

is
, e

pi
di

dy
m

is
, v

as
 d

ef
er

en
s,

 a
nd

 a
cc

es
so

ry
 s

ex
 g

la
nd

s 
w

ei
gh

ts
 a

nd
 

in
 th

e 
co

un
t a

nd
 m

ot
ili

ty
 o

f c
au

da
 e

pi
di

dy
m

al
 s

pe
rm

.
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