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4-1. An antibody molecule capable of neutralizing the activity of The-antibody
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of SEQ 1D NO: 10, and a lioht chain variable domain with 2 CDR1 of SEQ 1D
NO: 13, a CORZ of SEQ ID NO: 14, and &2 CDR3 of SEQ 1D NO: 15,
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82, __The antibody molecule of claim #1 which is capable of neutralizing the
activity of dabigatran and 1-O-acylglucuronide of dabigatran.
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44:3.__The antibody molecule of claims €-1 or 48-2 which comprises a heavy chain

variable domain selected-from-the-gr isting-of SEQ ID NOs: 4618,
O-22-24+-and-26; and a light chain variable domain se! Hrom-the-grow
consisting-of SEQ ID Nos: 4748242325 27.
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43-4. _The antibody molecule of any one of the preceding claims which is a

slonal-antibegys-a-monoclonal antibody, a human antibody, a humanized
antibody, a chimeric antibody, a fragment of an antibody, in particular a Fab,

Fab’, or F(ab’); fragment, or a single chain antibody, in particular a single

chain variable fragment (scFv)-a-Small-Medularimmunopharmasceutical
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44-5. _The antibody molecule of claim 43-4 which is a scFv, wherein the heavy chain
variable domain and the light chain variable domain are linked to each other
through a linker peptide selected from the group consisting of SEQ ID NO: 28,

- SEQ ID NO: 29, SEQ ID NO: 30, and SEQ ID NO: 31.

15.6. The antibody molecule of claim 44-5 which comprises SEQ ID NO: 32, or
SEQ ID NO: 33.

46:7. The antibody molecule of claim 43-5 having a heavy chain comprising SEQ ID
NO: 34 or SEQ ID NO: 40, and a light chain cdmprising SEQ ID NO: 35;-0¢
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comprising-SEQ-ID-NO-43,

474:8. _The antibody of claim 43-4 which is a Fab molecule having a Fd fragment
comprising SEQ ID NO: 36, SEQ ID NO: 38, or SEQ ID NO: 41, and a light
chain comprising SEQ ID NO: 37 or SEQ ID NO: 39.

48-9. _The antibody molecule of any one of the preceding claims for use in

medicine.

48:10._Antibody molecule of any one of the preceding claims for use in the therapy
or prevention of side effects of anticoagulant therapy, and/or for reversal of an
overdosing of an anticoagulant.

20:11. Antibody molecule of claim 4810, wherein the side effect is a bleeding event.

Z+:12. Method of manufacturing an antibody molecule of any one of the preceding

claims, comprising
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(a) providing a host cell comprising one or more nucleic acids encoding
said antibody molecule in functional association with an expression
control sequence,

(b) cultivating said host cell, and

(c) recovering the antibody molecule from the cell culture.

2213, A kit comprising an antibody of any one of claims 1 to 208, or a

pharmaceutical composition thereof.

2314, A kit comprising:
(a) an antibody of any one of claims 1 to 208, or a pharmaceutical
composition thereof;
(b) a container; and

(c) alabel.

2415, A kit comprising an antibody of any one of claims 7-1 to 208, and
dabigatran, dabigatran etexilate, a prodrug of dabigatran or a

pharmaceutically acceptable salt thereof.

28:16, The kit according to claim 2415, wherein the form of dabigatran,
dabigatran etexilate, a prodrug of dabigatran or a pharmaceutically

acceptable salt thereof is in the form of a solid, liquid or gel.

26-17. The kit according to claim 2415, wherein the pharmaceutically

acceptable salt of dabigatran etexilate is a mesylate sait.

2/18. _ The kit according to claim 24-15 or 2617, wherein the strength per
dosage unit of the dabigatran, dabigatran etexilate, a prodrug of dabigatran or
a pharmaceutically acceptable salt thereof is between 75 mg and 300 mg,
either QD or BID.

2819, A kit comprising:
(a) an antibody of any one of claims 7-1_to 288, or a pharmaceutical

composition thereof;
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(b) a pharmaceutical oompositioh of dabigatran, dabigatran
etexilate, a prodrug of dabigatran or a pharmaceutically acceptable
salt thereof; '

(c) a container; and

(d) a label.

28.  20. The kit according to claim 2812, wherein the form of dabigatran,
dabigatran etexilate, a prodrug of dabigatran or a pharmaceutically acceptabie salt

thereof is in the form of a solid, liquid or gel.

30- 21, The kit according to claim 2819, wherein the pharmaceutically acceptable

salt of dabigatran etexilate is a mesylate salt.

84 22. The kit according to claim 28-19 or 3621, wherein the strength per dosage
unit of the dabigatran, dabigatran etexilate, a prodrug of dabigatran or a
pharmaceutically acceptable salt thereof is between 75 mg and 300 mg, either QD or
BID.

32 23, A kit comprising:
(a) a first pharmaceutical composition comprising dabigatran,
dabigatran etexilate, a prodrug of dabigatran or a
pharmaceutically acceptable salt thereof; \
(b) a second pharmaceutical composition comprising an
antibody of any one of claims 71 to 208;
(c) instructions for separate admininstration of said first and
second pharmaceutical compositions to a patient,
wherein said first and second pharmaceutical compositions are contained in
separate containers and said second pharmaceutical composition is to be
administered to a patient requiring neutralization or partial neutralization of

dabigatran or 1-O-acylglucuronide of dabigatran.

33 24, An antibody of any one of claims 71 to 208, or a pharmaceutical
composition thereof for use in neutralizing or partially neutralizing dabigatran or 1-O-
acylglucuronide of dabigatran in a patient being treated with dabigatran, dabigatran

etexilate, a prodrug of dabigatran or a pharmaceutically acceptable salt thereof.
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34 25. A method for neutralizing or partially neutraliZing dabigatran or 1-O-

acylglucuronide of dabigatran in a patient comprising:

(a) confirming that a patient was being treated with dabigatran,
dabigatran etexilate, a prodrug of dabigatran or a
pharmaceutically acceptable salt thereof, and the amount
that was taken by the patient;

(b) neutralizing dabigatran or 1-O-acylglucuronide in a sample
taken from the patient with an antibody of any one of
claims 7—1 to 20-8 prior to performing a clotting or
coagulation test or assay wherein dabigatran or the 1-O-
acylglucuronide of dabigatran would interfere with the
accurate read out of the test or assay results;

(c) performing the clotting or coagulation test or assay on a
sample taken from the patient to determine the level of clot
formation without dabigatran or 1-O-acyiglucuronide of
dabigatran present; and

(d) adjusting an amount of dabigatran, dabigatran etexilate, a
prodrug of dabigatran or a pharmaceutically acceptable salt
thereof that is to be administered to the patient in order to
achieve the appropriate balance between clot formation

and degradation in a patient.

36 26. The method according to claims 33-24 or 3425, wherein the amount of

antibody to dabigatran or 1-O-acylglucuronide of dabigatran is in the molar ratio
of between 0.1 and 100.

27. The method according to claim 3526, wherein the amount of antibody to
dabigatran or 1-O-acylglucuronide of dabigatran is in the molar ratio of between
0.1 and 10. | |

28. The method according to claim 3425, wherein the accurate read out of the
test or assay result is an accurate read out of fibrinogen levels, activated

protein C resistance or related tests.
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