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This completed document constitutes the legal authority for an Australian sponsor to supply the 
specified drug and should be forwarded to the Australian Sponsor of the Drug, accomparued by a prescription 
where necessary. 

A copy of the form must be forwarded to the TGA within 28 days ofits completion. 
Send to: Medical Officer - SAS, TOA, PO BOX I 00, WODEN ACT 2606 [Fax No: (02) 6232 8112] 

The basis for these SAS arrangements is that responsibility for ~rescribing an unapproved theraP-eutic good 
appropriately rests with the patient's medical practitioner and the patient. Cate_gory A patients are defined in the 
Therapeutic Goods Regulations, 1991 as "persons who are seriously ill with a condition from which death is reasonably 
likely to occur within a matter of months, or from which premature death is reasonably likely to occur in the absence of 
early treatment". Under s31 A(1) of the Therapeutic Goods A ct J 989 {the Act) the TOA may seek clarification of the 
Category A classification of patients. In addition, under s61(3A) of the Act the TOA may release details of 
inappropriate supply and/or use of unapproved medicines and medical devices to State and Territory authorities. If you 
intend to Import this product, be aware that an import permit may be required for Customs purposes. Details 
of goods for which a permit is required may be found at www.health.gov.au/tga. 

PATIENT AND PRODUCT DETAILS-COMPLETE ALL SECTIONS A.i~D PRINT CLEARLY 

PATIENT DETAILS: 
(Name and Address) 

DIAGNOSIS: 

MEDICINE/DEVICE: 

QUANTITY TO BE SUPPLIED: 

AUSTRALIAN SPONSOR O F PRODUCT: 

STRENGTH: ._I _-140...;;,.t"j~,1--L--___. 
DOSAGE: L..l __ ,4{)~~.........;~·-----' 

NAME AND ADDRESS FOR SUPPLY OF PRODUCT {PHARMACIST OR DOCTOR): ,________,. 
MEDICAL PRACTITIONER CERTIFICATION - COMPLETE ALL SECTIONS AND PRINT CLEARLY 

I, the undersigned, a registered medical practitioner in a State/Territory of Australia, certify that: 

In my opinion the patient above is a Category A patient as defin 
I am prepared to prescribe the medicine/medical device request 
J have obtained tfle informed consent of the patient, or the patie 

NAME: 

PHONE: 

Regulations 1989; 

e proposed treatment. 
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READ CAREFUT,LY BEFORE COMPLETCNG 

CATEGORY A FORM 
SPECIAL ACCESS SCHEME ,. 
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Health and 
Aged Care 

1'1\18 completed document coastitutes tbe legal authority for an Auetralian sponsor to suppl)' tfte 
specified drug and should be forwarded to the Ao1tralliln Sponaor of the Drug, ac:companleil by a prescription 
where t.ecttlhry, . . 

A copy of the form mutt be forwarded to Ole 'fGA within 28 days of iu com_pletton, 
Send to: Medical Officer • SAS, TOA, PO BOX 100, WODEN ACT 2606 [FHX No: (02) 6232 8112] 

The basis for thei;e SJ\$ s.mmgem.cnti is that 1:eM><JMil>llity for preiicribing an unapproved tf1erai1cutic good 
11ppropriately ~ts with the patient's medical pl'actitioncr and the patient. Cnt~ry A patients arc dcfln~ h) the 
Therapeutic (;oods Regulalio"8, 199/ as "par§Ons who lll'C seriously ill with a condition from wh.ich d~h ill re11aonablY. 
likely to occur within a matter of months, or from which premature death is reasoruib_ly likely to occur qi the absent(; of 
early treatment". Under s31A(2) of the 1'hcrapcutlc t1oi>ds Act 19R9 (the Act) the TGA mil)' seek clatHicatlon of the 
Cntegory A 0J11ssitication of patients. In addition, under i;6J(3A) of tho Act the TGA may re~asc details of 
inappropriate supply and/or use ofunappr<wcd mi;dicincs and medical devices to Stl\tc aod Tenitory authorities. If you 
Intend to lmpnrt th.ls product. be aw1tre th11t an import permit ma)'. be required for Customs·pl111J>Osel, Detail• 
of goodi for which a permit is rcquJred may be found st www.health,2ov.au/tga. · 

----·---·------·--

PATlliNT DETAILS: 
(Nam.: and Address) 

l>IAONOSlS: 

MEDICINO/DEVICE: I A 1) A.'--' Mu M A'"B, +h---M.,M-

OOSAGE FORM: / \.t-°':'.'::::f) \✓\ °" \ Is~ 'Av:j\c I STRuNOTH: 1---Cc.=-;...c....;;...+-,,_i''-'-+'0_'_8_:VV"_;_,;_\ .....J 

R.OUTB OF ADMINISTRATlON: 

DlJRA'l'lON OF TR6A 1'MENT 

QUANTffYTO BE SUPPUED; 

AUSTRALIAN SPONSOR OF PRODUCT: 

NAME ANO ADDRESS FOR SUPPLY OF PRODUCT (PHARMACl:!>'T OR DOCTOR): 

---- -----
. -I 

MEDICAL PRACTITIONER CERTIFICATION~ COMPLETE ALL SECTIONS ANI> PRlN]' Cl,EARLY 
I, the undersigned, a registered medical practitioner in a $tatc/l:emtory of Australia, certify that; 

In my opinion the patient above ls a Category A pnticnt as defined in the 11,arapeutic Gonds Regulations J 98.9; 
I am prepared to prescribe the mcclicine/me4ical aevice reques\ed; and 
I have obtained tfie infonned consent of I.ho palient, or the ratient's legal rcpresmtativc. to the propo11ed treatment. 

NAME: SJONATIJR 

PHONE: 

ADDRESS: 

Forrnno.2949(0105) 
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This completed document constitutes the legal authority f1.1r an Australian sponsor to iupplf the 
specified drug and should be forwarded to tbe Au,trali!ln Sponsor-of the Drug, accompanled by a pmcliption 
where n~•ssary. 

A copy of the: for m u1ust be forwarded to the TGA within 28 d£1)'..S ofits completion. 
Send to: Medical Officer - SA8, TOA. PO BOX 100, WODBN ACT 2606 (Fax No: (02) 6232 8112] 

The basis for the~e SAS arrangeme-.,t~ is that responsibility for ~rescribing an unapproved therapeutic good 
appropriately rests with me patient's medical praotltioner and the _p_atient. Category A patient.~· arc defined in the 
Thcruo<.>utic Goods RegulaJions, 1991 as "persons who are Reriously ill with a condition from Which dealh is reasonably 
likely' to occur within a matter of.months, or from which premature death is reasonably likely to occur in the absence of 
early treatment". Unde r s31 A(2) of the Therapeutic Good.s Act 1989 (the Act) the TGA may seek clarification of th~ 
Category A chissifo.:a1iu11 of patients. fo addition,.. under s61(3A) of the Act the TGA may release details of 
inappropriate supply and/or use of unapproved medicines: and medical d!Wicci: to Slate and Territol}' au!horitiel). IC you 
int.end to import tllis product, be aware that an jmport penrut muy be required for Customs purposes. Det:.ils 
of good$ for which a permit is required may be found at www.health.gov.au/tga. 

PATIENT AND PRODUCT DETAILS - COMPLETE ALL SEC'flONS AND PRINT CLEARLY 

PA TIBNT UETAILS: 
(Name and Address) 

I ■ - -----I_ ■- -
DIAGNOSIS: 

MEDICfNE/DEVICE: [A d,._, 0.. \ \ V'v\ ~ Y'::'.'.'.': 0\ \.::> 

DOSAGEFORM: .1 ¼:-04 /o •~wSlV\·JJ 
ROUTE OP ADMINISTRATION: I~ c_. I 
DURATION OF TREATMENT: 

J..\...._,... t (t J+... 

STRENGTH: I 
oosAUb; I "to::, 

QUANTLTY ro BB SUPPLTED: LI _4.!-.....:~=--==o:::...&~· .w~~,:!........ ___ _____ _ _____ __. 

AUSTR.Ali.IAN SPONSOR OF PRODUCT: I 
NAME AND ADDRESS FOR SUPPLY OPP I . • . "'r.· TOR DOCTOR): 

MEDICAL PRACTITIONER C.ERTIFICATlON - COMPLETE ALL SECTIONS AND PRINT Cl,F.ARLX 

I, 1be undcr&igned, 1t re~stered medical practiliooor in a Statc/Tcnitory of Australia, certify that: 

In my opinion -the patient above is a C.:ategoi:r A 1>atient as tMi11ed in the Therapeutic Good, Regulations 19119; 
I am prepared to prescribe the medicine/med1c~l <levicc rcqw:~led; a11d . 
I have obtained tlie informed consent of the patient, or il,1;; patient's legal roprestntativc:, to tho propo:-ed treatmait, 

NAME: 

PHONE: 

ADDRESS: 

r. l!J 1 
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