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TGAuse only 

This form, When completed, will be classlHed as 'For official use only'. 
For guidance on how your Information will be trealed by lhe TGA see: Treatment of Information provided to lhe TGA at <https:/fwww.tga goy.auitrealment-informatlon-proyjded-tga>. 

Special Access Scheme - Category B 
. · Privacy lnforma_tlon 

For general privacy Information, go to <hljJ,s-1/www,tqa.goy.a~/privacy> . 
. • . : .,. ( ' . 

. The TGA.ls c~Yecting personal Information in this form In order to; 

Ass~;~ ·the -~iiPli~a~on.. . .. . . . . 

· • Contact the· medical practiUcrier and <!l;cuss the application where necessary.· 

The personal Information ~f lhe medical 'pi'actitioner may be discldse~ io ·st~t~ and Territoiy 
aUthoritles with responsibility _for thef<!peUtic goods or mEldlcal practitioner registrati51n. 

' . ' . ~ .. ' ~ 

Patient details (minimum of 3 (three) identifiers required) - -----------------~-----------~ 

Dlagnosls(es) or Medical Condltlon(s): Urea Cycle Disorder 

Indication: Life threatening hyperammonaemia 

Clinical justification for use of product: (e.g. Include seriousness of condition, details of previous treatment including reasons why a therapeutic good 
currently listed on the ARTG cannot be used for the treatment of this patient in this circumstance} 

Infant will progress to hyperammonaemic coma and die without therapy. 

Product detai Is (attach efficacy and safety data to support proposed use of the product and details of intended monitoring) 

Therapeutic good type Medicine IZl Biological D Medical device D 

Medicine/biological Medical device 

Trade Name (if known) Sponsor / Supplier Trade name 

Active lngredient(s) Sodium phenylbutyrate Product description (including varlant2) 

Dosage form (e.g. tablet) Strength (e.g., 1 mg/ml) No of units Sponsor / Supplier 

oral liquid 100mg/ml 

Route of administration (e.g., IV) Dose & frequency (1 Ids} Proposed duration of treatment Intended date of use 

oral/nasogastric 215mg QID 

Quantity 1 required for treatment or duration 

12 months 

1 For substances captured by the CU$toms (Prohibited lrnports) Regulations 1956 the quanlity rnust be prolAded 
2Varia.nt means a medical del.ice u,e design of which has boen varied to accommodate diff&rant patient anatomical requirements (for example. relating to the shape, size, length. diarneler or gauge orthe 
de'1ce) 
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