15/@8/2017 B9:53

Document 117

TGA use only

Thiz farm, when comgpleted, will be cleesified ag 'For efficlal uee enly’,
For gudance on how your infarmation will ke traated by (ne T4 sas: Treaiment of Information provided 1o the TGA &t H a atman-Informalion-peviged-tga™.

Special Access Scheme -~ Category B

Privacy Information

For general privacy informafion, go to
Tha TGA is collecling personal Information In this fofm in ordar to;

a Aseacs the application,

s Gontact the medicel praciifioner snd disclss the applicaton whare necesseny.

= Tha parsonal informatton of the medical gractitioner may ba disciosed to State and Tarritory
: authorities with respenglpitity for therapautie goads ot medical prantlﬂaner reglatration,

Smnurr

pathmaya are hot appnr:abh

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

Diagnosia(es) ar Madical Condition{s): Non-ketotic hyperglycinemia

Indication: Non-ketotic hyperglycinemia

Clinleal Justification for use of product: (e.g. Include seriousness of candition, detalls of previous treatment ineluding reasons why a therapeutic good
cumently listed an the ARTG cannct be used for the trestment of this patient in this circuristance)

This medication conjugates glycine, a neurotransmitter, to normalise levels in plasma and CSF

Product details (attach efficacy and safety data to support proposed use of the preduct and details of intended monitoring)
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Medicine/biological Medical device

Trade Name (if knawn) Sponaor / Suppliar Frrada namea

Active Ingrediant(s) Product description (including varlant’)

Sodium benzoate

Dosage form (e.g. tabiet) Strength (e.g., 1 mg/m) No of units Spansor | Supplier

tablet 500mg .

! Proposed duration of treatment | Intended date of use
Route of administration (e.g., V) | Dase & frequency {1 tds)

PO 44 tds
Quantity’ requirsd for treatment or duration
12 months

|
Tns health praziltionas typa la any of tha folloaing: Medieal praetiloner; ATS1 haalth pracilitoner; danijat; radlographar; Aurse; midedle; oecupalianal theraplet; aptomalrist; pharmadiet | pedialrist
pycholopiat.

! Fex aubalances caplured by the Gustama (Prohibited Impome) Faguiaions 15956 tha auantity riust ba provided

*yariant maans & redical davice Usa danlgn of which has basn variad 15 gessthodaia differart patiant Anatomical fetulramears (for exampls, ralating 1 1ha shaps, dizo, langth, diamalar & gauga of the
device)
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