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- (ADULT) 'Adults only' (or words to that effect). 

- (CAFF) 'Contains [state quantity per dosage unit or per mL or per gram of product] total caffeine [per dosage unit or per mL 
or per gram]. A cup of instant coffee contains approximately 80mg of caffeine.' 

- (CAFFPREG) ‘Caffeine intake more than 200 mg per day is not recommended during pregnancy or breastfeeding.’ 

When the maximum recommended daily dose of the medicine provides greater than 80 mg of total caffeine and the 
medicines is for internal use or oral application, the following warning statements are required on the label: 

- (CAFFLMT) 'Limit the use of caffeine-containing products (including tea and coffee) when taking this product.' 

- (CAFFCYP) ‘Caffeine interacts with enzyme CYP1A2 in the liver. Consult your health professional before taking with other 
medicines’ (or words to that effect). 

C. Specific requirements on caffeine in Poisons Standard: 
      SCHEDULE 4 (Prescription Only Medicine, or Prescription Animal Remedy – Substances, the use or supply of which should 

be by or on the order of persons permitted by State or Territory legislation to prescribe and should be available 
from a pharmacist on prescription.) 

                   CAFFEINE for internal therapeutic use except: 

a)   in divided preparations when labelled with a maximum recommended daily dose of no greater than 600 mg of total 
caffeine; or 

b)   in undivided preparations with a concentration of less than 5 per cent of caffeine and when labelled with a 
maximum recommended daily dose of no greater than 600 mg of total caffeine. 

 

      SCHEDULE 6 (Poison – Substances with a moderate potential for causing harm, the extent of which can be reduced through 
the use of distinctive packaging with strong warnings and safety directions on the label.) 

                   CAFFEINE except: 

a)  when included in Schedule 4; or 

b)  in divided preparations for internal human therapeutic use when labelled with a maximum recommended daily 
dose of no greater than 600 mg of total caffeine; or 

c)  in undivided preparations for internal human therapeutic use with a concentration of less than 5 per cent of total 
caffeine and when labelled with a maximum recommended daily dose of no greater than 600 mg of total caffeine; 
or 

d)  in preparations for external use; or 

e)  in other preparations with a concentration of less than 5 per cent of caffeine. 
  
Therefore, please evaluate:  
 

 Labels (and website): L8, L19. 
 
 Manufacturing: 12 (FPS), 13 (FPS), 26 (Formulation), and Quantitative analysis (COA)    

 
To navigate this document:  

• Use ‘Ctrl + click’ on the table of contents or on the links in the footer. 
• You can use ‘Ctrl + Home’ to return to the top. 
• Alternatively, under the ‘View’ tab you can tick the ‘Navigation Pane’ box. 
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Evidence Evaluation 
Use this table to provide a summary of the evidence provided and an assessment against the product indications (above). 
Statistics – Useful reference when evaluating statistics https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3444174/ 

# Reference Summary Assessment 

Enter 
Ref. 
# 

Enter reference details. Type: RCT/Monograph/Evidence Based Textbook/etc. 
 
Aim: 
 
Population:  
• Healthy / Diseased 
• Target: Adult/Children 
• Gender: Male vs Female 
• Age: x – y Years  
• Race/Ethnicity: 

 
Inclusion/Exclusion Criteria: 
 
Dose Regimen: x mg [Drug], [Frequency] 
 
Dosage Form: Tablet, capsule etc. 
 
R.O.A.: oral, etc. 
 
Statistics: 

• Sample size (n) 
• Power 
• Effect size 

 
Conclusion: Outcome 

Evidence: Primary / Secondary 
 
Assessment: 
I find that…. 
 
Limitations: 

- Only in male adults 
- Population Size 
- Etc. 

 
Sponsor Proposed Indications: 
The sponsor has proposed that the following indications are 
supported: 

 1,2,3,4,5 
 
Indication(s) Supported: 
I conclude that the following indications are supported: 

 1,2,3  
 
 
 
 

Enter 
Ref. 
# 

Enter reference details.  … … 
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