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Australian Government 
Department of Health and Ageing 
Therapeutic Goods Administration 

SA .. 

Re: Special Access Scheme Approval-Adalimumab (Humira) 

I refer to your request received 2151 December 2006 concerning approval to supply 
Adalimumab (Rumira) for use in the treatment of one of your patients. 

Pursuant to Section 19(l)(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 
TG A 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. · 

2. 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. 

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 
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7. Details of any suspected adverse drug reactions are reported tq the TGA. 

8. The TGA is notified ofreasons 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 Act11

). 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. 
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Dear 
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Re: ADALIMUMAB 

Thank you for your letter of 2nd November 2006 in re~onse 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 attemion to the. review article which accompanied your letter1. The article notes 
as follows:. · 

Cwrently, 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 metabolic(!,l/y active bacteria residing 
in the joint and/or elsewhere in the bof)y. 

The article also notes ·a case of reactive arthritis secondary to HIV which resulted in sepsis 
and death following the use of a TNF-cx. 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 imernal 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 htt;p://www.tga.gov.au/unapp/index.htm. 

I thank you and look forward to hearing from yo_u. 

Yours sincerely 

Drug Safety & Evaluation Branch 

09 November 2006 

1 Col.megna I, Cuchacovich R, Espinoza LR. Ill.A-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 

- ACT .. 

Re: Special Access Scheme Approval -Adalimumab (Humira) 

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

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

/1956, ) 

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 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 
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 accepts responsibility for any adverse 
consequence of therapy. 
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6. The principles set out in the ''National Statement on Ethical Conduct in Research 
Involving Hwnans" 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 decision11 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 tlie 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 infonnally. 

~ 

The Parliamentary ~ecretary 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 

/'I June 2006 
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~ CT IIII 

Dear-

Australian Government 
Department of Health and Ageing 
Therapeutic Goods Administration 

Re: Special Access Scheme Approval- Adalimumab (Humira) 

I refer to your request received 8th 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

/1982, URN - ) 

This approvaj. 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 followin~: 

• 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 accept responsibiJity'for any adverse 
consequence of therapy. 
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• 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 

q June 2006 
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ACT -

Australian Government 
Department of Health and Ageing 
Therapeutic Goods Administration 

Dear-

Re: Special-Access Scheme Approval -Adalimumab (H:1 tnira) 

I refer to your request received 8th June 2006 concerning approval to -~upply 
Adalimumab (Humira) for use in the treatment of one of your patfrr ts. 

Pursuant to Section 19(1)(a) of the Therap~utic Goods Act 1989, ap:1~ ~oval is_~ or 
the su l of Adalimum.ab (Humira) for use in the treatment of yo· .i.:·· patien~ 

1982, 

This approv~ is granted on the grounds that there is no suitable al ten: ative thera.py 
mar~eted currently in Australia. No assurance is given by the There·? mtic Goods . 
Administration as to the quality, safety or efficacy of this drug produ:t in the proposed 
usage. 

·All parties involved in the supply of unregistered drugs need to reco.~ 1ise that the practice 
may .carry medico-legal risk and, and there roay be implications rega:iing-indemnity. The 
TGA does not give any assurances or indemnity m· regard to the sup} .y of unregistered. 

drugs. 

· Pennission is given subject to the following: · 

• The approval is given for the supply of three (3) months' therai: ~ of the above drug at 
a dosage as.~r sponsoi:'s protocol. 

• -n. • ., "'"'"'""v~l ii;: v:ilici for unto six (6) months from the date ofth s letter or until 
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Australian Government 
Department of Health and Ageing 
Therapeutic Goods Administration 

QLD -

Dear_. 

Re: Special Access Scheme Approval - Adalimumab (Humira) 

I refer to your request received 30th 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 . 
( 1963, 

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: 

• The approval is given for the supply of six (6) months' therapy of the above drug ata 
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 Adalimumab (Hurnira) is marketed in Australia, whichever is 
sooner. 

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

• The product is used withi11 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 accept responsibility for any adverse 
consequence of therapy. 
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• The principles set out in the "National Statement on Ethical Conduct in Research 
lnvoh'.ing 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 decision11 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 infonnally. 

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 

31st May 2006 

4-9 



May. 30 2006 11:48AM Pl/1 

~ ;-oi);rz_qisE PRouuc~ 

TG/\ 
TIIEIIAPEU TIC 
IOODS 
ADflllllSUATIU 

CATEGORY B FORM 
SPECIAL ACCESS SCHEME 

" 
..... .,.~otMllllfttf1lll'U,j"JII 

PLEASE USE flt ,ACK PEN, PRINT CJ,EARLY ANn COMPLETE ALI, SECTIONS 

Pat.ient tlel.aUs 

Health and 
Aged Care 

Patient detail~ 
(initials, TP or 

URN, DOH, Sex) 

Diagnosis [. C.roh~·~ 
Clinlonl Ju.~tlflcation 

for u~c ofprnduct 
/,ir./uda apprail·t1/ of 

seriOI/Slllt.M of pullt!J1l'S 

rundilion; d,1wl 
previm1.v tri!CllmMIS and 

e:,;p1.1cft.u /)tJntJfit,, .fmm 

~~ 
~~ 

11.1·61 uf the. prod",:t i-----

Prevlou.$ SAS No. ~-~ 

_Pl'_o_d
0UCt de_tlt_il_l - A-Ila-,-,, "ei/foacy t:md .,afety J;,a lo supp(lr/ pmpu/ixi '11st? ()f the prod11di"°mid de14i/., ,lf i11t,·nd11a 1~1onitnri111; 

regime. •C-'Jmp/etefnr nu:d/u/m:s onJy. 

Active• · Trade name • [ ··-.. . . -· ~-.. .. [H". . ~--
ingredient _ AdA( , __ ~u~b. /Dcviccnome -l+-uM1~ .· 

Name 

Po:;tal 
addn.:~s 

Sigm1l1u-e 

···~_w ..... ~'2-)°t-;~ q.~;O{~ __ ] 

Routeofadminislrnfion• [ __ s( C . ~ 

Duration of treatment c·· ----~ 
Hospital 

Department 

!'hone 

l'1uc number _____ ......_ ___ .. ,--------

Form no. 2950 (01~) 



Dear-

Australian Government 
Department of Health and Ageing 
Therapeutic Goods Administration 

Re: Special Access Scheme Approval -Adalimumab (Humira) 

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

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

/1985, 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: ... 
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 
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 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 
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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 TOA 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 SECRET ARY 

If June 2006 
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Dear 

' 

Australian Government 
Department of Health and Ageing 
Therapeutic Goods Administration 

SA-
Re: Special Access Scheme Approval - Adallmumab (Humira) 

I refer to your request received 18th 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 
111111963, 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 follovving: 

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. 

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 
Telephone: 02 6232 8111 Facsimile: 02 6232 8112 ABN 40 939 406 804 



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 irutial 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 SECRET ARY 

11 April 2006 
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Australian Government 
Department of Health and Ageing 
Therapeutic Goods Administration 

Drug: Adalimurnab 
Patient: - DOB - /1952 
Supplier: Unknown 
Dosage: As per protocol 
Duration:3 months 
Dose Form: Injection 

Patient category ~-

THERAPEUTIC GOODS ACT 1989, S.19 
EXEMTIONS FOR SPECIAL AND EXPERIMENTAL USES 

26/12/2005 

APPROVAL TO SUPPLY UNDER THE SPECIAL ACCESS SCHEME 

Concerning your application to use the above drug in the treatment of 
the above pat i ent on the grounds that there is no alternative therapy 
currently supplied in Australia, I, the medi cally 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 quality, 
·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 
responsibi lity for any adverse consequences of therapy; 

2. The principl es set out in the Nation~l Health and Medi cal Research 
Counci l'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 Evaluat i on 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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- VIC III 

DearDr-

Australian Government 
Department of Health and Ageing 
Therapeutic Goods Administration 

Re: Special Access Scheme Approval - Adalimumab (Humira) 

I refer to your request received 23rd 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 
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7. Details of any suspected adverse drug reactions are reported to the TGA. 

8. The TGA is notified ofreasons for discontinuation should this occur. 

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

I 0. 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 198911

• 

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 

➔ Januazy 2006 
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Dear 

Australian Government 
Department of Health and Ageing 
Therapeutic Goods Administration 

D-
Re: Special Access Scheme Approval - Adalimumab (Humira) 

I refer to your request received 14th 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 (Hurnil'a) 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: 

1. 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 A.CT 2606 Website: www.tga.gov.au 
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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 t•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 Ministerts 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 

)r6 December 2005 
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Dear 

Australian Government 
Department of Health and Ageing 
Therapeutic Goods Administration 

Re: Special Access Scheme Approval - Adalimumab (Humira) 

I refer to your request received 13th 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 patientllll(DOB 
~ /1985)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 
TOA does not give any assurances or indemnity in regard to the supply of unregistered drugs. 

Permission is given s~bject to the following: 

I. 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. 
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7. Details of any suspected adverse drug reactions are reported to the TGA. 

8. The TGA is notified ofreasons 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 w~th 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 stilJ 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 

DELEGAT SECRETARY 

/ ~ December 2005 
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Dear 

Australian Government 
D"epartment of Health and Ageing 
Therapeutic Goods Administration 

Re: Special Access Scheme Approval - Adalimumab (Humira) 

I refer to your request received 19th 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 T.herapeutic Goods Act 1989, approval is granted for the 
supply of Adalimumab (Humira) for use in the treatment of your patient ~ OB 
111111962) 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: 

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 infonned 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. 
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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 Commo~wealth 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 ofs 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 d.ecision first comes to your notice or to the notice of your company, and should b~ 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 
f.\CT 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 

DELEGATEOFTHESECRETARY 

( ~} October 2005 



0 t 18 2005 04:44PM P2 C ' 

TG/\ TIIEIAPEU 
BOHS 
A••t•ISTIA110. 

CATEGORY B FORM 
SPECIAL ACCESS SCHEMt 

PLEASE USE JILACK PEN. fRINl' CLEARLr AND COMPLETE ALL SECTIONS 

P11deot details 

Piitient decalls 
(initials, ID or 

URN. DOB, Sex) 

/ 

l' ---Healthand 
AgedCare 

0aanoau / Ffs Ufi''j GroL ~ J):f ~ Provious SAS No. ,_/ ______ ~ 
Clinical justification ~ 

fur use of product ~~:!::::::::.l..!..~=..__:_..::...__..:.......:·~.:....=:..::t.v-:~~~~~~....1.:~~~~------- ---I 
l11dude apprrzisol of 

.tertour1t~ofpat1ent's W~Jn;~~L5]~~~~~:._J:V.~~~~k____:~~-:::p_~~:::.....-J 
condition; utall 

prev/0119 treamwitsahd ~~::.!.::.::..__-f:L~~~2--Q~O.SL~~~~~..:C~-(?.:J~~::::::....---l 
Dpected bowjia.fro,n 

use oft"4produa J...4~~~c::5i~~~~~~~ 

Product details Attach qftcocy tmd ~ty data to ICIIJ1PD'f pro~d use of tire prod11~t a"d dfdail.1 of i.,,teruud m4,rflorlllg 
r,111-. ~'11!Plett: for medtcinl!3 * · 

. Acci~e• f Ab.AL-\fv\,V-./v\A,Ss, mgnd1mt L. _ ______ _______ __, 

Postal 
address 

Company/supplier I A 1::::, ~o Tl 

Signature 

Hospital 

Department 



DearD~ 

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(I)(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 Act, in the proposed 
usage. 

All parties involved in the supply of unregistered dru~ 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 suppt of up to six (6) months' therapy of the 
above drug at a dosage of 24mg/m BSA 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. 
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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. 

1 O 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 trea.tpient 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 i~erests 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 matt~r 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 

I I August 2004 
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Dear 

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(l)(a) of the Therapeutic Goods Act 1989, approval is granted for the 
supply of Adalimumab for use in the treatment of your patient i-. (DOB- /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: 

l . The approval is given for the supply ofup 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, wpichever 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. 



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 us, including dosage. 

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

(9 

This decision is an "initial decision" within the meaning of s 60 of the Therapeutic Goods Act 
1989 ("the Act11

). 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 lett~r sh9uld be headed "APPEAL U1'U)ER 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 Parli~entary 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. 

tS July2002 
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