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)Filter: Submission No. PM 20010-02598-3-S 
Product Strontium Ran elate 2 g granules for oral suspension (PROTOS) 
Sponsor Servier Laboratories (Australia) Pty ttd 
Type of Drug bone modulating agent 
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Type of application Cat 1, Type J; application to change the PI requiring evaluation 
of data. 
'Background 
Strontium ranelate (Protos) was registered for the Indication "Treatment of postmenopausal 
osteoporosis to reduce the risk of :fracture" in June 2005. There have been several SRNs. A 
patient information leaflet additional to the CMI was approved in November 2008. 

This submission, to update the PI in line with the EU Summary of Product Characteristics, 
proposes changes to the Adverse Reactions Section, with some additional minor editorial 
changes, and an updated CMl. 

Adminis�ative issues 
The dossier consists only of Module 1, with no clinical data. The EU SPC has been provided 
as the reference document for the tracked changes in the proposed PI. These changes appear 
to accurately reflect the SPC, which has all Adverse Reactions, both from clinical trials and 
post -marketing, presented in one table. However the SPC is not sufficient per se as the source 
document, as it does not provide the evidence for the proposed changes. 

Clinical Evaluation issues 
1. The Adverse Reactions in Clinical Trials section is  reformatted into CIOMs 

categories and updated to reflect the figures in the SPC tabulation. From the subject 
numbers, it appears iliat all these events are from the original clitrical trials. 

2. The Adverse Reactions Post-Marketing Experience heading has new events under 
additional SOCs. These events must reflect post marketing data; the TGA has two 

.PSURs subsequent to the last review, covering 21/3/2007 to :21/9/2008. 
Notes to evaluator 
Please read the original CER for strontium ranelate, (Submission 2004/03945, commencing 
at File 2004/14527, dis.cussed at ADEC 239th meeting 31/3/2005, Item 2.12), with respect to 
Adverse Events and Adverse R eactions reported in evalu�ted Phase III trials. 
Are the proposed tabulations from the SPC consistent with the TGA evaluation of data? 

. Please review the PSUR data provided to the TGA, following the latest review at File 
2005/043249, folios ll-18.Are the proposed SOC and evep.tterm changes to 'Post-Marketing 
Experience' consistent with available reports? From your evaluation, are there any other 
events that should be considered for inclusion in the PI? 

Questions for AET 831 

The SPC is not sufficient as the source document for proposed changes, because �t does not 
provide data or specific eyidence for changing the PI. . 

I . If the SPC clinical studies Adverse Reactions are from Phase III trial data already 
evaluated by the TGA, please cross reference. If not, please provide the additional 
data for evaluation. 

2. If the additional post-marketing adverse reactions are derived from PSURs provided 
to the TGA, please indicate the relevant reports and analyses. If not, please provide· 
the· data for evaluation. 
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Class statements, Minutes from 
ADECIADRA.C, Overseas 
or Previous evaluations relevant: 
PI changes to indications or dosage 
without data: 
Resubmission and have the reasons 
for previous withdrawal or rejection N (f\ 
been addressed: 
Guidelines for this drug (eg EU, LBS, 

tlinical Evaluation Unit 5 
. Office ·�!Prescription Medicines !t-rf?/2010 
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