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TGA use only 

This form, when completed, wm be classified as 'For official use only'. 
For guidance on how your information will be treated by the TGA see: Treatment ofinformatlon provided to the TGA at <https://www.tga.qov.au/trealment-lnrormalion-provided-lqa>. 

Special Access Scheme - Category B 
Privacy _lnfor"1atl~n 

. · f or gener~ prjvacy .i~forma.tion, go to :<https'./~.tga.gov.au/privacy~ . 

. The .TGA ~ cql~ting pers~~aJ inforrn~tion in this fonn in order to: . '' .. ·~,. ·'.. . .. . '~ . ... . •; . 
• . ' ~ ses~ the application. . 

• . Co~~~I th~· medi;i practitioner and discuss the application where necessar/ 

l ' Th~ pers~nal ·1~formation.of the ~edi;;.; pract;tioner may be dis~losed to St~t~ and Territory 
aut~orities wi\h. r!')sponslbillty for )herapeutic goods or medical pr~ctitioner regi_s.tration. 
:;~: t? ;::·':_. ·;· ·: · ~· · ;; '.~.> ·.'·i\; . ··,. ., \; / ,;· . ~r ., · .. · · ;: 

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

Diagnosls(es) or Medical Condltlon(s): Non-ketolic hyperglycinaemia 

Indication: reduction In seizures frequency and severity, improved development 

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) 

Non-ketolic hyperglycinaemla Is a severe brain disorder presenting as an epileptic encephalopathy with severe seizures and severe developmental 

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

Therapeutic good type Medicine IZI Biological D Medical device D 

Medicine/biological Medical device 

Trade Name (if known) Sponsor I Supplier Trade name 

Active lngredlent(s) Sodium benzoate Product description (Including varlant2
) 

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

liquid 200mg/mL 

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

PO/PEG 1000mg QID 

Quantity 1 required for treatment or duration 

12 month supply 

1 For subslances capt..-ed by the Customs (Prohibited Imports) RegutaUcns 1956 the quantity must be pro,;ded 
2Vartant means a medical de\ice the design of which has been varied lo accanmodale different palienl analomlcal requirements (for example, rela~ng to the shape, size, length, <iameler or gauge of the 
de\lce) 
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•~A.Health S~fety I ~ Regulation 



I The health praclition8( type is any of Uie following: Medical practitioner, ATSI heallh praclilloner. denUsl; radiographer. nurse: mid.vile: occupationel therapist optomelrist: phannaclst : podiatrist; 
psychologist 

Special Access Scheme - Category B (July 2017) 
For official use only Page 2 of2 




