Australian Government

Department of Health and Ageing
Therapeutic Goods Administration

sA

Re: Special Access Scheme Approval — Adalimumab (Humira)

I refer to your request received 21 December 2006 concerning approval to supply
Adalimumab (Humira) for use in the treatment of one of your patients.

Pursuant to Section 19(1)(a) of the Therapeutic Goods Act 1989, approval is granted for the
supply of Adalimumab (Humira) for use in the treatment of your patient - P OB

B 1963, URN S

This approval is granted on the grounds that there is no suitable alternative therapy marketed
currently in Australia. No assurance is given by the Therapeutic Goods Administration as to
the quality, safety or efficacy of this drug product in the proposed usage.

All parties involved in the supply of unregistered drugs need to recognise that the practice
may carry medico-legal risk and, and there may be implications regarding indemnity. The
TGA does not give any assurances or indemnity in regard to the supply of unregistered drugs.

Permission is given subject to the following:

1. The approval is given for the supply of twelve (12) months therapy of the
above drug at a dosage as per protocol.

7.8 This approval is valid for up to eighteen (18) months from the date of this
letter or until revoked or until Adalimumab (Humira) is marketed in
Australia, whichever is sooner.

X The approval is for supply for use in the above-mentioned patient only.

4. The product is used within the context of fully informed consent. The product
is currently unregistered in Australia and the proposed usage constitutes use as
‘an experimental drug.

5. The doctor and patient or patient's guardian accept responsibility for any
adverse consequence of therapy.

6. The principles set out in the “National Statement on Ethical Conduct in
: Research Involving Humans™ are observed.

Address: PO Box 100 Woden ACT 2606 Website: www.tga.gov._au
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gl Details of any suspected adverse drug reactions are reported to the TGA.
8. The TGA is notified of reasons for discontinuation should this occur.

9. The Commonwealth accepts no responsibility for any defects in the product
related to manufacture, distribution or directions for use, including dosage.

10. The product should be used in accordance with the treatment protocol provided
to the TGA with the request.

11. This approval provides an exemption from the Therapeutic Goods legislation in
order to allow supply of this unapproved product in the circumstances
described. Other legislation, including any relevant State or Territory
legislation, must still be complied with.

This decision is an "initial decision" within the meaning of s 60 of the Therapeutic Goods Act
1989 ("the Act"). This means that if your interests are affected by the decision, you may seek
reconsideration by the Minister. Any appeal should be made in writing within 90 days after
this decision first comes fo your notice or to the notice of your company, and should be sent
to the following address:

The Parliamentary Secretary to the Minister

for Health and Ageing

Parliament House

CANBERRA ACT 2600

The letter should be headed "APPEAL UNDER S 60 OF THE THERAPEUTIC GOODS
ACT 1989".

Before embarking upon this course of action you are invited to contact the initial decision
maker to see whether the matter can be resolved informally.

The Parliamentary Secretary may either deal with the appeal personally, or send it to be dealt
with by one of the Minister's delegates within the Department. Should you be dissatisfied
with the result of your appeal then, subject to the Administrative Appeals Tribunal Act 1975,
you may appeal to the Tribunal for review of the Minister's/Delegate’s decision.

E OF THE SECRETARY
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~ Australian Government
“Department of Heaith and Ageing.
Therapeutic Goods Administration -

Re: ADALIMUMAB

Thank you for your letter of 2™ November 2006 in response to my request for further
information for supply of adalimumab for your patient-(Date of Birth: -/ 1969) under
the SAS scheme for unregistered medications.

I draw your attention to the review article which accompanied your letter'. The article notes
as follows: '

Currently, ReA is better defined as an immune-mediated synovitis resulting from slow
bacterial infections and showing intra-articular persistence of viable nonculturable bacteria
and/or immunogenic bacterial antigens synthesized by metabolically active bacteria residing
in the joint and/or elsewhere in the body.

The article also notes a case of reactive arthritis secondary to HIV which resulted in sepsis
and death following the use of a TNF-o. antagonist agent.

As you have not discussed the safety of the proposed use in your letter, I request you to please
comment on the safety aspect especially in regard to the risk of flare up of serious infection.
I’ll then submit the information I receive from you to an internal group of senior medical
officers for advice before a decision is made.

Further information about the supply of unapproved medicines can be obtained from the TGA
website at http://www .tga.gov.au/unapp/mdex.him.

I thank you and look forward to hearing from you.

Yours sincerely

Drug Safety & Evaluation Branch
09 November 2006

' Colmegna I, Cuchacovich R, Espinoza LR. HLA-B27-Associated Arthritis: Pathogenetic and Clinical
Considerations. Clinical Microbiology Reviews; Apr. 2004, p.348-369.
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Australian Government

Department of Health and Ageing
Therapeutic Goods Administration

Re: Special Access Scheme Approval — Adalimumab (Humira)

I refer to your request received 15" June 2006 concerning approval to supply
Adalimumab (Humira) for use in the treatment of one of your patients.

Pursuant to Section 19(1)(a) of the Therapeutic Goods Act 1989, approval is granted for
the supply of Adalimumab (Humira) for use in the freatment of your patient-

I 5.

This approval is granted on the grounds that there is no suitable alternative therapy
marketed currently in Australia. No assurance is given by the Therapeutic Goods
Administration as to the quality, safety or efficacy of this drug product in the proposed
usage.

All parties involved in the supply of unregistered drugs need to recognise that the practice
may carry medico-legal risk and, and there may be implications regarding indemnity. The
TGA does not give any assurances or indemnity in regard to the supply of unregistered
drugs.

Permission is given subject to the following:
T

(=

The approval is given for the supply of three (3) months’ therapy of the above drug at
a dosage as per sponsor’s protocol.

This approval is valid for up to six (6) months from the date of this letter or until
revoked or until Adalimumab (Humira) is marketed in Australia, whichever is
sooner,

The approval is for supply for use in the above-mentioned patient only.

The product is used within the context of fully informed consent. The product is
currently unregistered in Australia and the proposed usage constitutes use as an
experimental drug. -

The doctor and patient or patient's guardian accepts responsibility for any adverse
consequence of therapy.

Address: PO Box 100 Woden ACT 2606 Website: www.tga.gov.au
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6. The principles set out in the “National Statement on Ethical Conduct in Research
Involving Humans” are observed.

7. Details of any suspected adverse drug reactions are reported to the TGA.
8. The TGA is notified of reasons for discontinuation should this occur.

9. The Commonwealth accepts no responsibility for any defects in the product related to
manufacture, distribution or directions for use, including dosage.

10. The product should be used in accordance with the treatment protocol provided to the
TGA with the request.

11. This approval provides an exemption from the Therapeutic Goods legislation in order
to allow supply of this unapproved product in the circumstances described. Other
legislation, including any relevant State or Territory legislation, must still be complied
with.

This decision is an "initial decision" within the meaning of s 60 of the Therapeutic Goods
Act 1989 ("the Act"). This means that if your interests are affected by the decision, you
may seek reconsideration by the Minister. Any appeal should be made in writing within
90 days after this decision first comes to your notice or to the notice of your company,
and should be sent to the following address:

The Parliamentary Secretary to the Minister
for Health and Ageing

Parliament House

CANBERRA ACT 2600

The letter should be headed "APPEAL UNDER S 60 OF THE THERAPEUTIC GOODS
ACT 1989".

Before embarking upon this course of action you are invited to contact the initial decision
maker to see whether the matter can be resolved informally.

The Parliamentary Secretary may either deal with the appeal personally, or send it to be
dealt with by one of the Minister's delegates within the Department. Should you be
dissatisfied with the result of your appeal then, subject to the Administrative Appeals
Tribunal Act 1975, you may appeal to the Tribunal for review of the Minister's/Delegate's
decision.

Yours sincerely

DELEGATE OF THE SECRETARY

/9 June 2006
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Australian Government

Department of Health and Ageing
Therapeutic Goods Administration

Re: Special Access Scheme Approval — Adalimumab (Humira)

I refer to your request received 8" June 2006 concerning approval to supply
Adalimumab (Humira) for use in the treatment of one of your patients.

Pursuant to Section 19(1)(a) of the Therapeutic Goods Act 1989, approval is granted for
the supply of Adalimumab (Humira) for use in the treatment of your patient-

I 1952, R~ [

This approval is granted on the grounds that there is no suitable alternative therapy
marketed currently in Australia. No assurance is given by the Therapeutic Goods
Administration as to the quality, safety or efficacy of this drug product in the proposed

usage.

All parties involved in the supply of unregistered drugs need to recognise that the practice
may carry medico-legal risk and, and there may be implications regatding indemnity. The
TGA does not give any assurances or indemnity in regard to the supply of unregistered
drugs.

Permission is given subject to the following:

e The approval is given for the supply of three (3) months’ therapy of the above drug at
a dosage as per sponsor’s protocol.

e This approval is valid for up to six (6) months from the date of this letter or until
revoked or until Adalimumab (Humira) is marketed in Australia, whichever is

sooner.
o The approval is for supply for use in the above-mentioned patient only.

e The product is used within the context of fully informed consent. The product is
currently unregistered in Australia and the proposed usage constitutes use as an
experimental drug.

e The doctor and patient or patient's guardian accept responsibility for any adverse
consequence of therapy:.

Address: PO Box 100 Woden ACT 2606 Website: www.tga.gov.au
Telephone: 02 6232 8111 Facsimile: 02 6232 8112 ABN 40 939 406 804



e The principles set out in the “National Statement on Ethical Conduct in Research
Involving Humans” are observed.

o Details of any suspected adverse drug reactions are reported to the TGA.
¢ The TGA is notified of reasons for discontinuation should this occur.

¢ The Commonwealth accepts no responsibility for any defects in the product related to
manufacture, distribution or directions for use, including dosage.

e The product should be used in accordance with the treatment protocol provided to the
TGA with the request.

e This approval provides an exemption from the Therapeutic Goods legislation in order
to allow supply of this unapproved product in the circumstances described. Other
legislation, including any relevant State or Territory legislation, must still be complied
with,

This decision is an "initial decision” within the meaning of s 60 of the Therapeutic Goods
Act 1989 ("the Act"). This means that if your interests are affected by the decision, you
may seek reconsideration by the Minister. Any appeal should be made in writing within
90 days after this decision first comes to your notice or to the notice of your company,
and should be sent to the following address:

The Parliamentary Secretary to the Minister
for Health and Ageing

Parliament House _
CANBERRA ACT 2600

The letter should be headed "APPEAL UNDER S 60 OF THE THERAPEUTIC GOODS
ACT 1989".

Before embarking upon this course of action you are invited to contact the initial decision
maker to see whether the matter can be resolved informally.

The Parliamentary Secretary may either deal with the appeal personally, or send it to be
dealt with by one of the Minister's delegates within the Department. Should you be
dissatisfied with the result of your appeal then, subject to the Administrative Appeals
Tribunal Act 1975, you may appeal to the Tribunal for review of the Minister's/Delegate's
decision.

Yours sincerely

L
DELEGATE OF THE SECRETARY

9 June 2006
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Australian Government

Department of Health and Ageing
Therapeutic Goods Administration

Re: Special Access Scheme Approval — Adalimumab (H:1mira)

I refer to your request received 8% June 2006 concerning approval to supply
Adalimumab (Humira) for use in the treatment of one of your patier s.

Pursuant to Section 19(1)(a) of the Therapeutic Goods Act 1989, ap) -oval is iranted for

the supply of Adalimumab (Humira) for use in the treatment of yo 1~ patient
-

This approval is granted on the grounds that there is no suitable alterr ative therapy
markéted currently in Australia. No assurance is given by the Thera:utic Goods
Administration as to the quality, safety or efficacy of this drug prodi.ct in the proposed
usage.

Al parties involved in the supply of unregistered drugs need to reco 3 iise that the practice
tnay carry medico-legal risk and, and there may be implications regirding indemnity, The
TGA does not give any assurances or indemnity in regard to the sup y of unregistered

drugs.
Permission is given subject to the following:

e The approval is given for the supply of three (3) months’ therag y of the above drug at
a dosage as per sponsor’s protocol.

- Thia annraval is valid for un to six (6) months from the date of 't s letter or until
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Department of Health and Ageing
Therapeutic Goods Administration

Q=LD i

Re: Special Access Scheme Approval — Adalimumab (Humira)

I refer to your request received 30 May 2006 concerning approval to supply
Adalimumab (Humira) for use in the treatment of one of your patients.

Pursuant to Section 19(1)(a) of the Therapeutic Goods Act 1989, approval is granted for
the supply of Adalimumab (Humira) for use in the treatment of your patient

(N <, I

This approval is granted on the grounds that there is no suitable alternative therapy
marketed currently in Australia. No assurance is given by the Therapeutic Goods
Administration as to the quality, safety or efficacy of this drug product in the proposed
usage.

All parties involved in the supply of unregistered drugs need to recognise that the practice
may carry medico-legal risk and, and there may be implications regarding indemnity. The
TGA does not give any assurances or indemnity in regard to the supply of unregistered
drugs.

Permission is given subject to the following:

a

e The approval is given for the supply of six (6) months’ therapy of the above drug at a
dosage as per sponsor’s protocol.

& This approval is valid for up to twelve (12) months from the date of this letter or until
revoked or until Adalimamab (Humira) is marketed in Australia, whichever is
sooner.

¢ The approval is for supply for use in the above-mentioned patient only.

» The product is used within the context of fully informed consent. The product is
currently unregistered in Australia and the proposed usage constitutes use as an
experimental drug.

e The doctor and patient or patient's guardian accept responsibility for any adverse
consequence of therapy.

Address: PO Box 100 Woden ACT 2606 Website: www.tga.gov.au
Telephone: 02 6232 8111 Facsimile: 02 6232 8112 ABN 40 939 406 804



® The principles set out in the “National Statement on Ethical Conduct in Research
Involving Humans” are observed.

¢ Details of any suspected adverse drug reactions are reported to the TGA.
¢ The TGA is notified of reasons for discontinuation should this occur.

* The Commonwealth accepts no responsibility for any defects in the product related to
manufacture, distribution or directions for use, including dosage.

 The product should be used in accordance with the treatment protocol provided to the
TGA with the request.

» This approval provides an exemption from the Therapeutic Goods legislation in order
to allow supply of this unapproved product in the circumstances described. Other
legislation, including any relevant State or Territory legislation, must still be complied
with. :

This decision is an "initial decision" within the meaning of s 60 of the Therapeutic Goods
Act 1989 ("the Act"). This means that if your interests are affected by the decision, you
may seek reconsideration by the Minister. Any appeal should be made in writing within
90 days after this decision first comes to your notice or to the notice of your company,
and should be sent to the following address:

The Parliamentary Secretary to the Minister
for Health and Ageing

Parliament House

CANBERRA ACT 2600

The letter should be headed "APPEAL UNDER S 60 OF THE THERAPEUTIC GOODS
ACT 1989".

Before embarking upon this course of action you are invited to contact the initial decision
maker to see whether the matter can be resolved informally.

The Parliamentary Secretary may either deal with the appeal personally, or send it to be
dealt with by one of the Minister's delegates within the Department. Should you be
dissatisfied with the result of your appeal then, subject to the Administrative Appeals
Tribunal Act 1975, you may appeal to the Tribunal for review of the Minister's/Delegate’s
decision.

Yours sincerely

|
DELEGATE OF THE SECRETARY

31 May 2006
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Australian Government

Department of Health and Ageing
Therapeutic Goods Administration

ACT

Dear (TS

Re: Special Access Scheme Approval — Adalimumab (Humira)

I refer to your request received 15™ June 2006 concerning approval to supply
Adalimumab (Humira) for use in the treatment of one of your patients.

Pursuant to Section 19(1)(a) of the Therapeutic Goods Act 1989, approval is granted for
the supply of Adalimumab (Humira) for use in the treatment of your patient -)

5+, I

This approval is granted on the grounds that there is no suitable alternative therapy
marketed currently in Australia. No assurance is given by the Therapeutic Goods
Administration as to the quality, safety or efficacy of this drug product in the proposed

usage.

All parties involved in the supply of unregistered drugs need to recognise that the practice
may carry medico-legal risk and, and there may be implications regarding indemnity. The
TGA does not give any assurances or indemnity in regard to the supply of unregistered
drugs.

Permission is given subject to the following:
s

1. The approval is given for the supply of three (3) months’ therapy of the above drug at
a dosage as per sponsor’s protocol.

2. This approval is valid for up to six (6) months from the date of this letter or until
revoked or until Adalimumab (Humira) is marketed in Australia, whichever is

S00ner.

3. The approva]. is for supply for use in the above-mentioned patient only.

4. The product is used within the context of fully informed consent. The product is
currently unregistered in Australia and the proposed usage constitutes use as an
experimental drug.

5. The doctor and patient or patient's guardian accepts responsibility for any adverse
consequence of therapy.

Address; PO Box 100 Woden ACT 2606 Website: www.tga.gov.au
Telephone: 02 6232 8111 Facsimile: 02 6232 8112 ABN 40 939 406 804



6. The principles set out in the “National Statement on Ethical Conduct in Research
Involving Humans” are observed.

7. Details of any suspected adverse drug reactions are reported to the TGA.
8. The TGA is notified of reasons for discontinuation should this occur.

9. The Commonwealth accepts no responsibility for any defects in the product related to
manufacture, distribution or directions for use, including dosage.

10. The product should be used in accordance with the treatment protocol provided to the
TGA with the request.

11. This approval provides an exemption from the Therapeutic Goods legislation in order
to allow supply of this unapproved product in the circumstances described. Other
legislation, including any relevant State or Territory legislation, must still be complied
with.

This decision is an "initial decision” within the meaning of s 60 of the Therapeutic Goods
Act 1989 ("the Act"). This means that if your interests are affected by the decision, you
may seek reconsideration by the Minister. Any appeal should be made in writing within
90 days after this decision first comes to your notice or to the notice of your company,
and should be sent to the following address:

The Parliamentary Secretary to the Minister
for Health and Ageing

Parliament House

CANBERRA ACT 2600

The letter should be headed "APPEAL UNDER S 60 OF THE THERAPEUTIC GOODS
ACT 1989",

Before embarking upon this course of action you are invited to contact the initial decision
maker to see whether the matter can be resolved informally.

TR

The Parliamentary Secretary may either deal with the appeal personally, or send it to be
dealt with by one of the Minister's delegates within the Department. Should you be
dissatisfied with the result of your appeal then, subject to the Administrative Appeals
Tribunal Act 1975, you may appeal to the Tribunal for review of the Minister's/Delegate’s
decision.

Yours sincerely

DELEGATE OF THE SECRETARY

14 June 2006
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Australian Government

Department of Health and Ageing
Therapeutic Goods Administration

Dear IR

Re: Special Access Scheme Approval — Adalimumab (Humira)

1 refer to your request received 18" April 2006 concerning approval to supply Adalimumab
(Humira) for use in the treatment of one of your patients.

Pursuant to Section 19(1)(a) of the Therapeutic Goods Act 1989, approval is granted for the
supply of Adalimumab (Humira) for use in the treatment of your patient _ DOB

/1963, URN

This approval is granted on the grounds that there is no suitable alternative therapy marketed
currently in Australia. No assurance is given by the Therapeutic Goods Administration as to
the quality, safety or efficacy of this drug product in the proposed usage.

All parties involved in the supply of unregistered drugs need to recognise that the practice
may carry medico-legal risk and, and there may be implications regarding indemnity. The
TGA does not give any assurances or indemnity in regard to the supply of unregistered drugs.

Permission is given subject to the following:

1. The approval is given for the supply of six (6) months’ therapy of the above
drug at a dosage as per sponsor’s protocol.

Z; This approval is valid for up to twelve (12) months from the date of this letter
or until revoked or until Adalimumab (Hamira) is marketed in Australia,
whichever is sooner. '

3. The approval is for supply for use in the above-mentioned patient only.

4. The product is used within the context of fully informed consent. The product
is currently unregistered in Australia and the proposed usage constitutes use as
an experimental drug.

i The doctor and patient or patient's guardian accept responsibility for any
adverse consequence of therapy.

6. The principles set out in the “National Statement on Ethical Conduct in
Research Involving Humans™ are observed.

Address: PO Box 100 Woden ACT 2606 Website: www.tga.gov.au
Telephone: 02 6232 8111 Facsimile: 02 6232 8112 ABN 40 939 406 804
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T Details of any suspected adverse drug reactions are reported to the TGA.
8. The TGA is notified of reasons for discontinuation should this occur.
9. The Commonwealth accepts no responsibility for any defects in the product

related to manufacture, distribution or directions for use, including dosage.

10.  The product should be used in accordance with the treatment protocol provided
to the TGA with the request.

11.  This approval provides an exemption from the Therapeutic Goods legislation in
order to allow supply of this unapproved product in the circumstances
described. Other legislation, including any relevant State or Territory
legislation, must stiil be complied with.

This decision is an "initial decision" within the meaning of s 60 of the Therapeutic Goods Act
1989 ("the Act™). This means that if your interests are affected by the decision, you may seek
reconsideration by the Minister. Any appeal should be made in writing within 90 days after
this decision first comes to your notice or to the notice of your company, and should be sent

to the following address:
The Parliamentary Secretary to the Minister

for Health and Ageing
Parliament House
CANBERRA ACT 2600

The letter should be headed "APPEAL UNDER S 60 OF THE THERAPEUTIC GOODS
ACT 1989".

Before embarking upon this course of action you are invited to contact the initial decision
maker to see whether the matter can be resolved informally.

The Parliamentary Secretary may either deal with the appeal personally, or send it to be dealt
with by one of the Minister's delegates within the Department. Should you be dissatisfied
with the result of your appeal then, subject to the Administrative Appeals Tribunal Act 1975,
you may appeal to the Tribunal for review of the Minister's/Delegate's decision.

Yours sincerely

DELEGATE OF THE SECRETARY

19 April 2006
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Australian Government

Department of Health and Ageing
Therapeutic Goods Administration

patiént Category : N IR ]
26/12/2005

Drug: Adalimumab

patient: [Jro: I/ 1952
Supplier: Unknown

Dosage: As per protocel
Duration:3 months

Dose Form: Injection

THERAPEUTIC GOODS ACT 1989, S.19
EXEMTIONS FOR SPECIAL AND EXPERIMENTAL USES
APPROVAL TO SUPPLY UNDER THE SPECIAL ACCESS SCHEME

Concerning your application to use the above drug in the treatment of
the above patient on the grounds that there is no alternative therapy
currently supplied in Australia, I, the medically qualified person named
below, hereby provide a formal Notification of Approval. The proposed
clinical use of this drug must be regarded both medico-legally and
ethically as experimental. No assurance can be given as to the guality,
‘safety and efficacy in the proposed usage. Your co-operation is
required concerning sound data management.

Permission is given for the use of the drug in the above patient for the
above duration subject to the following conditions: -

1. The doctor and patient, patient’s parent or guardian accept
responsibility for any adverse consequences of therapy;

2. The principles set out in the National Health and Medical Research
Council’s ‘Statement on Human Experimentation’ is observed;

3. Details of any suspected adverse drug reactions are to be reported
to the Australia Drug Evaluation Committee;

4. The TGA be notified of reasons for discontinuation should this’
occur;

5. On completion of the treatment a detailed patient profile, before
and after treatment, is to be submitted to the supplier of this
product;

6. On completion of the treatment all remaining supplies of the above
product be returned to the supplier;

7. The company supplying the drug accepts responsibility for any
defects in the drug related to manufacture, distribution or
directions for use including dosage.

8. Special Conditions: Nil

]

Drug Safety and Evaluation Branch
Doctor : Please forward a copy to your Chief Pharmacist

Address:; PO Box 100 Woden ACT 2606 Website: www.tga.gov.au
Telephone: 02 6232 8111 Facsimile: 02 6232 8112 ABN 40 939 406 804
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Australian Government

Department of Health and Ageing
Therapeutic Goods Administration

o
Dear Dr [}l

Re: Special Access Scheme Approval — Adalimumab (Humira)

I refer to your request received 23" December 2005 concerning approval to supply
Adalimumab (Humira) for use in the treatment of one of your patients,

Pursuant to Section 19(1)(a) of the Therapeutic Goods Act 1989, approval is granted for the
supply of Adalimumab (Humira) for use in the treatment of your patient .’. (DOB

1952

This approval is granted on the grounds that there is no suitable alternative therapy marketed
currently in Australia. No assurance is given by the Therapeutic Goods Administration as to
the quality, safety or efficacy of this drug product in the proposed usage.

All parties involved in the supply of unregistered drugs need to recognise that the practice
may carry medico-legal risk and, and there may be implications regarding indemnity. The
TGA does not give any assurances or indemnity in regard to the supply of unregistered drugs.

Permission is given subject to the following;:

1. The approval is given for the supply of three (3) months’ therapy of the above
drug at a dosage of 40mg, every 2 weeks, subcutaneous injection.

2 This approval is valid for up to six (6) months from the date of this letter or
until revoked or until Adalimumab (Humira) is marketed in Australia,
whichever is sooner.

3. The approval is for supply for use in the above-mentioned patient only.
4. The product is used within the context of fully informed consent. The product

is currently unregistered in Australia and the proposed usage constitutes use as
an experimental drug.

5. The doctor and patient or patient's guardian accept responsibility for any
adverse consequence of therapy.

6. The principles set out in the “National Statement on Ethical Conduct in
Research Involving Humans” are observed.

Address: PO Box 100 Woden ACT 2606 Website: www.tga.gov.au
Telephone: 02 6232 8111 Facsimile: 02 6232 8112 ABN 40 939 406 804




8 Details of any suspected adverse drug reactions are reported to the TGA.
8. The TGA is notified of reasons for discontinuation should this occur.

9. The Commonwealth accepts no responsibility for any defects in the product
related to manufacture, distribution or directions for use, including dosage.

10.  The product should be used in accordance with the treatment protocol provided
to the TGA with the request.

11.  This approval provides an exemption from the Therapeutic Goods legislation in
order to allow supply of this unapproved product in the circumstances
described. Other legislation, including any relevant State or Territory
legislation, must still be complied with.

This decision is an "initial decision" within the meaning of s 60 of the Therapeutic Goods Act
1989 ("the Act"). This means that if your interests are affected by the decision, you may seek
reconsideration by the Minister. Any appeal should be made in writing within 90 days after
this decision first comes to your notice or to the notice of your company, and should be sent
to the following address:

The Parliamentary Secretary to the Minister

for Health and Ageing

Parliament House

CANBERRA ACT 2600

The letter should be headed "APPEAL UNDER 8 60 OF THE THERAPEUTIC GOODS
ACT 1989".

Before embarking upon this course of action you are invited to contact the initial decision
maker to see whether the matter can be resolved informally.

The Parliamentary Secretary may either deal with the appeal personally, or send it to be dealt
with by one of the Minister's delegates within the Department. Should you be dissatisfied
with the result of your appeal then, subject to the Administrative Appeals Tribunal Act 1975,
you may appeal to the Tribunal for review of the Minister's/Delegate's decision.

Yours sincerely

DE A E SECRETARY

2} January 2006
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Australian Government

Department of Health and Ageing
Therapeutic Goods Administration

>
Dear S

Re: Special Access Scheme Approval - Adalimumab (Humira)

I refer to your request received 14™ December 2005 concerning approval to supply
Adalimumab (Humira) for use in the treatment of one of your patients.

Pursuant to Section 19(1)(a) of the Therapeutic Goods Act 1989, approval is granted for the
suiply of Adalimumab (Humira) for use in the treatment of your patient- (DOB

/1962) UR: [

This approval is granted on the grounds that there is no suitable alternative therapy marketed
currently in Australia. No assurance is given by the Therapeutic Goods Administration as to
the quality, safety or efficacy of this drug product in the proposed usage.

All parties involved in the supply of unregistered drugs need to recognise that the practice
may carry medico-legal risk and, and there may be implications regarding indemnity. The
TGA does not give any assurances or indemnity in regard to the supply of unregistered drugs.

Permission is given subject to the following:

b The approval is given for the supply of twelve (12) months’ therapy of the
above drug at a dosage of 40mg, every 2 weeks, subcutaneous injection.

2, This approval is valid for up to twelve (12) months from the date of this letter
or until revoked or until Adalimumab (Humira) is marketed in Australia,
whichever is sooner.

3. The approval is for supply for use in the above-mentioned patient only.

4. The product is used within the context of fully informed consent. The product
is currently unregistered in Australia and the proposed usage constitutes use as
an experimental drug.

5 The doctor and patient or patient's guardian accept responsibility for any

adverse consequence of therapy.

6. The principles set out in the “National Statement on Ethical Conduct in
Research Involving Humans” are observed.

Address: PO Box 100 Woden ACT 2606 Website: www.tga.gov.au
Telenhone: 02 6232 8111 Facsimile: 02 6232 8112 ABN 40 939 406 804
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L Details of any suspected adverse drug reactions are reported to the TGA.
8. The TGA is notified of reasons for discontinuation should this occur.
9. The Commonwealth accepts no responsibility for any defects in the product

related to manufacture, distribution or directions for use, including dosage.

10.  The product should be used in accordance with the treatment protocol provided
to the TGA with the request.

11.  This approval provides an exemption from the Therapeutic Goods legislation in
order to allow supply of this unapproved product in the circumstances
described. Other legislation, including any relevant State or Territory
legislation, must still be complied with.

This decision is an "initial decision" within the meaning of s 60 of the Therapeutic Goods Act
1989 ("the Act™). This means that if your interests are affected by the decision, you may seek
reconsideration by the Minister. Any appeal should be made in writing within 90 days after
this decision first comes to your notice or to the notice of your company, and should be sent
to the following address:

The Parliamentary Secretary to the Minister

for Health and Ageing

Parliament House

CANBERRA ACT 2600

The letter should be headed "APPEAL UNDER S 60 OF THE THERAPEUTIC GOODS
ACT 1989",

Before embarking upon this course of action you are invited to contact the initial decision
maker to see whether the matter can be resolved informally.

The Parliamentary Secretary may either deal with the appeal personally, or send it to be dealt
with by one of the Minister's delegates within the Department. Should you be dissatisfied
with the result of your appeal then, subject to the Administrative Appeals Tribunal Act 1975,
you may appeal to the Tribunal for review of the Minister's/Delegate’s decision.

Yours sincerely

DELEGATE OF THE SECRETARY

]ft) December 2005
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Australian Government

Department of Health and Ageing
Therapeutic Goods Administration

QLo

Dear S

Re: Special Access Scheme Approval — Adalimumab (Humira)

ath

I refer to your request received 13" December 2005 concerning approval to supply
adalimumab (Humira) for use in the treatment of one of your patients.

Pursuant to Section 19(1)(a) of the Therapeutic Goods Act 1989, approval is granted for the
supply of Adalimumab (Humira) for use in the treatment of your patient -(DOB

/1935 Or: S

This approval is granted on the grounds that there is no suitable alternative therapy marketed
currently in Australia. No assurance is given by the Therapeutic Goods Administration as to
the quality, safety or efficacy of this drug product in the proposed usage.

All parties involved in the supply of unregistered drugs need to recognise that the practice
may carry medico-legal risk and, and there may be implications regarding indemnity. The
TGA does not give any assurances or indemnity in regard to the supply of unregistered drugs.

Permission is given subject to the following:

It The approval is given for the supply of twelve (12) months® therapy of the
above drug at a dosage of 40mg, every 2 weeks, subcutaneous injection.

. This approval is valid for up to twelve (12) months from the date of this letter
or until revoked or until adalimumab (Humira) is marketed in Australia,
whichever is sooner.

3. The approval is for supply for use in the above-mentioned patient only.

4. The product is used within the context of fully informed consent. The product
is currently unregistered in Australia and the proposed usage constitutes use as
an experimental drug.

5 The doctor and patient or patient's guardian accept responsibility for any
adverse consequence of therapy.

6. The principles set out in the “National Statement on Ethical Conduct in
Research Involving Humans” are observed.

Address: PO Box 100 Woden ACT 2606 Website: www.tga.gov.au
Talonhana: 17 A227 8111 Faccimile: 02 4237 K112 ARN 40 939 406 804
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¢ Details of any suspected adverse drug reactions are reported to the TGA.
8. The TGA is notified of reasons for discontinuation should this occur.

9. The Commonwealth accepts no responsibility for any defects in the product
related to manufacture, distribution or directions for use, including dosage.

10.  The product should be used in accordance with the treatment protocol provided
to the TGA with the request.

11.  This approval provides an exemption from the Therapeutic Goods legislation in
order to allow supply of this unapproved product in the circumstances
described. Other legislation, including any relevant State or Territory
legislation, must still be complied with.

This decision is an "initial decision” within the meaning of s 60 of the Therapeutic Goods Act
1989 ("the Act"). This means that if your interests are affected by the decision, you may seek
reconsideration by the Minister. Any appeal should be made in writing within 90 days after
this decision first comes to your notice or to the notice of your company, and should be sent
to the following address:

The Parliamentary Secretary to the Minister

for Health and Ageing

Parliament House

CANBERRA ACT 2600

The letter should be headed "APPEAL UNDER S 60 OF THE THERAPEUTIC GOODS
ACT 1989".

Before embarking upon this course of action you are invited to contact the initial decision
maker to see whether the matter can be resolved informally.

The Parliamentary Secretary may either deal with the appeal personally, or send it to be dealt
with by one of the Minister's delegates within the Department. Should you be dissatisfied
with the result of your appeal then, subject to the Administrative Appeals Tribunal Act 1975,
you may appeal to the Tribunal for review of the Minister's/Delegate's decision.

Yours sincerely

DELEGA!! !!! ||l-IE SECRETARY

/ ,6 December 2005
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Australian Government

Department of Health and Ageing
Therapeutic Goods Administration

Dr S

-Qw-

Deer S

Re: Special Access Scheme Approval — Adalimumab (Humira)

I refer to your request received 19™ October 2005 concerning approval to supply
Adalimumab (Humira for use in the treatment of one of your patients.

Pursuant to Section 19(1)(a) of the Therapeutic Goods Act 1989, approval is granted for the
supply of Adalimumab (Humira) for use in the treatment of your patient [Jj(oOB

552 UR S |

This approval is granted on the grounds that there is no suitable alternative therapy marketed
currently in Australia. No assurance is given by the Therapeutic Goods Administration as to
the quality, safety or efficacy of this drug product in the proposed usage.

All parties involved in the supply of unregistered drugs need to recognise that the practice
may carry medico-legal risk and, and there may be implications regarding indemnity. The
TGA does not give any assurances or indemnity in regard to the supply of unregistered drugs.

Permission is given subject to the following:

k. The approval is given for the supply of three (3) months’ therapy of the above
drug at a dosage of 40mg, every 2 weeks, subcutaneous injection.

2, This approval is valid for up to six (6) months from the date of this letter or
until revoked or until Adalimumab (Humira) is marketed in Australia,
whichever is sooner. -

4 The approval is for supply for use in the above-mentioned patient only.

4, The product is used within the context of fully informed consent. The product
is currently unregistered in Australia and the proposed usage constitutes use as
an experimental drug.

5. The doctor and patient or patient's guardian accept responsibility for any
adverse consequence of therapy.

6. The principles set out in the “National Statement on Ethical Conduct in
Research Involving Humans” are observed.

Address: PO Box 100 Woden ACT 2606 Website: www.tga.gov.au
Telephone: 02 6232 8111 Facsimile: 02 6232 8112 ABN 40 939 406 804



T Details of any suspected adverse drug reactions are reported to the TGA.
8. The TGA is notified of reasons for discontinuation should this occur.

9. The Commonwealth accepts no responsibility for any defects in the product
related to manufacture, distribution or directions for use, including dosage.

10.  The product should be used in accordance with the treatment protocol provided
to the TGA with the request.

11.  This approval provides an exemption from the Therapeutic Goods legislation in
order to allow supply of this unapproved product in the circumstances
described. Other legislation, including any relevant State or Territory
legislation, must still be complied with.

This decision is an "initial decision" within the meaning of s 60 of the Therapeutic Goods Act
1989 ("the Act"). This means that if your interests are affected by the decision, you may seek
reconsideration by the Minister. Any appeal should be made in writing within 90 days after
this decision first comes to your notice or to the notice of your company, and should be sent

to the following address:
The Parliamentary Secretary to the Minister

for Health and Ageing
Parliament House
CANBERRA ACT 2600

The letter should be headed "APPEAL UNDER S 60 OF THE THERAPEUTIC GOODS
ACT 1989".

Before embarking upon this course of action you are invited to contact the initial decision
maker to see whether the matter can be resolved informaily.

The Parliamentary Secretary may either deal with the appeal personally, or send it to be dealt
with by one of the Minister's delegates within the Department. Should you be dissatisfied
with the result of your appeal then, subject to the Administrative Appeals Tribunal Act 1975,
you may appeal to the Tribunal for review of the Minister's/Delegate's decision.

Yours sincerely

DELEGATE OF THE SECRETARY

( c:}‘ October 2005
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Australian Government

Department of Health and Ageing
Therapeutic Goods Administration

Re: Special Access Scheme Approval - Adalimumab

I refer to your request received 4 August 2004 concerning approval to supply Adalimumab for
use in the treatment of one of your patients.

Pursuant to Section 19(1)(a) of the Therapeutic Goods Act 1989, approval is granted for the
supply of Adalimumab for use in the treatment of your patient -(DOB .1990).

This approval is granted on the grounds that there is no suitable alternative therapy marketed
currently in Australia. No assurance is given by the Therapeutic Goods Administration as to
the quality, safety or efficacy of this therapeutic good as defined in the Acz, in the proposed

usage.

All parties involved in the supply of unregistered drugs need to recognise that the practice
may carry medico-legal risk and, and there may be implications regarding indemnity. The
TGA does not give any assurances or indemnity in regard to the supply of unregistered drugs.

Permission is given subject to the following:

1. The approval is given for the suppliy of up to six (6) months’ therapy of the
above drug at a dosage of 24mg/m"BS A subcutaneously every 2 weeks

2. Doses are to be given in a suitably equipped medical facility under the
supervision of medical personnel trained in resuscitation, until such time as it
is clear that the patient is not at risk of anaphylaxis,

3. This approval is valid for up to twelve (12) months from the date of this letter.

4, The approval is for supply for use in the above-mentioned patient only.

5. The product is used within the context of fully informed consent. The
proposed usage is not in accordance with the conditions of registration of
Adalimumab and constitutes use as an experimental drug,

6. The doctor and patient or patient's guardian accepts responsibility for any
adverse consequence of therapy.

7. The principles set out in the “National Statement on Ethical Conduct in
Research Involving Humans” are observed.

Address: PO Box 100 Woden ACT 2606 Website: www.tga.gov.au
Telephone: 02 6232 8111 Facsimile: 02 6232 8112 ABN 40 939 406 804



8. Details of any suspected adverse drug reactions are reported to the TGA.
9, The TGA is notified of reasons for discontinuation should this occur.

10 The Commonwealth accepts no responsibility for any defects in the product
related to manufacture, distribution or directions for use, including dosage.

11.  The product should be used in accordance with the treatment protocol provided
to the TGA with the request.

This decision is an "initial decision" within the meaning of s 60 of the Therapeutic Goods Act
1989 ("the Act"). This means that if your interests are affected by the decision, you may seek
reconsideration by the Minister. Any appeal should be made in writing within 90 days after
this decision first comes to your notice or to the notice of your company, and should be sent
to the following address:

The Parliamentary Secretary to the Minister

for Health and Ageing

Parliament House

CANBERRA ACT 2600

The letter should be headed "APPEAL UNDER S 60 OF THE THERAPEUTIC GOODS
ACT 1989".

Before embarking upon this course of action you are invited to contact the initial decision
maker to see whether the matter can be resolved informally.

The Parliamentary Secretary may either deal with the appeal personally, or send it to be dealt
with by one of the Minister's delegates within the Department. Should you be dissatisfied
with the result of your appeal then, subject to the Administrative Appeals Tribunal Act 1975,
you may appeal to the Tribunal for review of the Minister's/Delegate's decision.

Yours sincerely

DELEGATE OF THE SECRETARY

/1 August 2004
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PO Box 100 Woden ACT 2606 Australia s i
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Re: Adalimumab

I refer to your request received 8 July 2002 concerning approval to supply Adalimumab for
use in the treatment of one of your patients.

Pursuant to Section 19(1)(a) of the Therapeutic Goods Act 1989, approval is granted for the
supply of Adalimumab for use in the treatment of your patient [JJJjjj (OB JJjjj/1979).

This approval is granted on the grounds that there is no suitable alternative therapy marketed
currently in Australia. No assurance is given by the Therapeutic Goods Administration as to
the quality, safety or efficacy of this drug product in the proposed usage.

All parties involved in the supply of unregistered drugs need to recognise that the practice may
carry medico-legal risk and, in the case of a major company, there may be implications for the
company's indemnity. The TGA does not give any assurances or indemnity in regard to the
supply of unregistered drugs.

Permission is given subject to the following:

I The approval is given for the supply of up to six (6) months’ therapy of the
above drug at a dosage as per manufacturer’s instructions.

2. This approval is valid for up to twelve (12) months from the date of this letter
or until revoked or until Adalimumab is marketed in Australia, whichever is
sooner.

3, The approval is for supply for use in the above mentioned patient only.

4, The product is used within the context of fully informed consent. The product
is currently unregistered in Australia and the proposed usage constitutes use as
an experimental drug.

3 The doctor and patient or patient's guardian accept responsibility for any
adverse consequence of therapy.

6. The principles set out in the “National Statement on Ethical Conduct in
Research Involving Humans” are observed.
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. 7 Details of any suspected adverse drug reactions are reported to the TGA. Ko
8. The TGA is notified of reasons for discontinuation should this occur.
9. The Commonwealth accepts no responsibility for any defects in the product

related to manufacture, distribution or directions for us, including dosage.

10.  The product should be used in accordance with the treatment protocol
provided to the TGA with the request.

This decision is an "initial decision" within the meaning of s 60 of the Therapeutic Goods Act
1989 ("the Act"). This means that if your interests are affected by the decision, you may seek
reconsideration by the Minister. Any appeal should be made in writing within 90 days after
this decision first comes to your notice or to the notice of your company, and should be sent
to the following address:

The Parliamentary Secretary to the Minister

for Health and Aged Care

Parliament House

CANBERRA ACT 2600

The letter should be headed "APPEAL UNDER § 60 OF THE THERAPEUTIC GOODS
ACT 1989".

Before embarking upon this course of action you are invited to contact the initial decision
maker to see whether the matter can be resolved informally.

The Parliamentary Secretary may either deal with the appeal personally, or send it to be dealt
with by one of the Minister's delegates within the Department. Should you be dissatisfied with
the result of your appeal then, subject to the Administrative Appeals Tribunal Act 1975, you
may appeal to the Tribunal for review of the Minister's/Delegate's decision.

GATE OF THE SECRETARY

(S~ July 2002
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