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INSTRUCTIONS FOR THE PROVISION OF MOVEMENT DATA
IN RELATION TO THE REPORTING OF CONTROLLED SUBSTANCES 
(DRUGS OF DEPENDENCE)

Treaties and Monitoring Unit
November 2002 (updated March 2003)
The Office of Chemical Safety / Therapeutic Goods Administration (OCS / TGA) promulgates the following instructions to assist persons required to report the domestic movements and manufacture of controlled substances within Australia.

For the purpose of these requirements, controlled substances are those substances or preparations listed in Schedule 8 of the Standard for the Uniform Scheduling of Drugs and Poisons.

1.
ORGANISATIONS AND AUTHORITIES REQUIRED TO REPORT

(REPORTING AUTHORITIES)
Importers

Exporters

Manufacturers

Repackers

Distribution warehouses

Wholesalers (including depots, branches, agencies)

2.
MOVEMENTS TO BE REPORTED

2.1
All inward and outward movements of controlled substances (excluding imports and exports, unless by indent). 

2.2
Manufacturing processes which use or produce controlled substances. Where a controlled substance is used in the manufacture of a preparation that is not controlled (ie it meets the criteria for inclusion in Schedule III of the UN Single Convention on Narcotics, 1961) then details of the expenditure of the raw material only need be reported.

eg. 
If a given amount of morphine hydrochloride raw material is used to manufacture an uncontrolled preparation, then only the amount of morphine hydrochloride used must be reported, not the amount of uncontrolled preparation obtained.

Packaging of single dosage units or repackaging of raw materials into packs is not considered to be manufacturing. Repackaging companies should only report amounts received and sent.

2.3
Loss, Larceny, Controlled and Accidental Destruction.

3
SUBMISSION OF REPORTS
3.1 Submission by electronic transfer is the accepted method of reporting movements to the Commonwealth Government based on a required format (as set out below in these instructions). 

3.2
The required format for weekly reports is as a comma delimited text (CSV) file (refer below). 

3.2
Completed weekly reports are to be submitted to the TGA as an attachment to an e-mail sent to: TMS@health.gov.au
Weekly reports must be received by the TGA within 5 working days of the last day of the week reported. 
4
INFORMATION REQUIRED IN REPORT FILENAMES
Each weekly report sent to the TGA must be named in accordance with the following standard naming convention:

[TGA Identification Number]_[Report Year and Week]
eg
RN001_200214.csv
[TGA Identification Number]  – This is the number allocated by the TGA to the company or organisation (reporting authority) making the report.

[Report Year and Week]  – This is obtained from the special calendar provided by the Treaties & Monitoring Unit each year and is in the form of a six digit number denoting the year and week no. to which the report relates.

eg.
200301 is week 1 of 2003.

5
INFORMATION REQUIRED IN DRUG MOVEMENT REPORTS
Companies which currently submit reports as a Microsoft Excel spreadsheet (.xls file) should note that Excel is readily able to save spreadsheets in comma delimited text (.csv) format. 

For companies currently submitting movement reports as a Microsoft Excel spreadsheet, an Excel template is available* on the TGA website (www.health.gov.au/tga) under “Restricted substances – import /export and distribution”.  The template contains some validation checks, which provide a higher level of assurance regarding the integrity of the data, and provides a function and instructions for easily exporting into .csv format. This template must not be edited (Do not add additional information, company logos, headers etc) and is to be used solely for automated data entry to the UN National Drug-control System for stock movement monitoring.  

5.1
REQUIRED DATA FORMAT
The required format of for stock movement data is as follows:

column A 
 - 
line number (required for all moves)
column B
 -  
drug code (required for all moves)

column C 
 -  
no. of units (required for all moves)

column D 
 -  
move code (required for all moves)

column E 
 -  
for R, S and X moves only:

company code of sender or receiver; 

for F and M moves only:

batch number of finished preparation;

for all other moves;

blank entry

column F
 - 
move date as “dd/mm/yyyy” (required for all moves)

column G
 -     
sent date (required for R move only)

column H
 -   
for X moves only:
import permit number;

for F & M moves only:

batch no. of raw material;

for L,D,G & U moves only:

 comments field (optional for U move). 

eg:

A
B
C
D
E
F
G
H


1
015086050
10
R
RN001
06/01/2003
02/01/2003


2
002006035
150
U

03/01/2003



3
002006035
2
D

01/01/2003

sent to lab

4
002006035
45
L

02/01/2003

theft

5
002006035
782
F
FP615
06/01/2003

RM00123

6
002001030
1262
M
FP615
08/01/2003

RM00123

7
002001030
107
S
CV002
20/01/2003



8
002010053
5681
X
CV999
18/01/2003

CSH03I2000

Any other information such as full name and address must not be included in the report.

Individual entries should be completed in full even when there is duplication of detail from the previous entry: ie. ditto marks should not be used.
Note: For receive (R) moves the date in column F is the date that stock is received by the purchasing company and the date in column G is the date the stock was sent by the supplier. As this data is used to match send and receive moves, it is critical that this date is identical for associated send and receive moves. 

5.2
LINE NUMBER (column A)

This is an index number used to uniquely identify each line entry within a single report file

5.3
DRUG CODE (column B)
(a) The drug code is a nine (9) digit number allocated to each drug by base, form & strength and pack size.

(b) These codes are promulgated by the TGA. Any queries regarding drug codes should be directed to the Treaties & Monitoring Unit.

(c) Drugs code books are updated as required by the Treaties & Monitoring Unit and despatched to reporting authorities as necessary or upon request.

(d) Requests for new drug codes should be forwarded to the Treaties & Monitoring Unit.

Do not include hyphens, dots etc in the drug code or the transaction will be rejected. 

5.4
NO. OF UNITS (column C)
This number must be a whole number and relates directly to the quantity of units specified by the drug code. 

Eg. 3.5 kgs of Codeine Phosphate may be reported either as:

1
002010064
3
R
RN001
06/01/2003
02/01/2003


2
002010053
500
R
RN001
06/01/2003
02/01/2003


where
line 1 uses the drug code for kilograms and

line 2 uses the drug code for grams

or:

1
002010053
3500
R
RN001
06/01/2003
02/01/2003


The number of units should not exceed a seven digit number. Multiple entries should be recorded for quantities larger than this.
5.5
MOVE CODE COLUMN (column D)
The movement code is a single alphabetic character used to describe the type of movement or transaction being reported. The nine possible movement codes are as follows:

INWARD MOVES 

R
(receive)

Stock received from another reporting company.  

M
(manufacture)
Stock (in the form to be sent out from the company)  obtained from a manufacturing process within the reporting company’s premises (does not apply to uncontrolled preparations)

G
(gain)

A stock gain associated with manufacture.

X
(indent)

Stock received directly from import where the reporting company is not the import permit holder (ie import is via indent).

OUTWARD MOVES

S
(send)
Stock sent to other companies including reporting authorities, pharmacies, hospitals, etc.

F
(formulation)
Raw material stock used in the manufacture of controlled preparations.

U
(uncontrolled)
Raw material stock used in the manufacture of uncontrolled preparations (as included in Schedule III of the UN Single Convention on Narcotics, 1961).

D
(destroyed)
Stock destroyed under official supervision or supplied for or expended in a quality control or assay process.

L
(loss)
Stock lost, stolen, or destroyed other than under official supervision or as otherwise covered by (D) above.

Note – any codes reported in column C other than the nine described above  will result in rejection of all transactions within a report.

5.5
SENDING / RECEIVING COMPANY CODE or PREPARATION BATCH NO. (column E)
For R, S and X moves – a unique identification number (such as a customer account number) for the company receiving (for S moves) or sending (for R and X moves) stock. 

Customer account numbers will normally be allocated by individual reporting authorities and these are required to indicate the source or destination of a controlled drug movement. Where possible, reporting authorities are strongly encouraged to use the identification codes allocated by the TGA. 

Where customer account numbers differ from identification numbers allocated by the TGA, there will be increased risk of transaction rejection. Consequently, reporting authorities that use customer account numbers which differ from those allocated by the TGA must provide regularly updated lists of their customer account numbers.  Updated lists of customer account numbers should be provided to the Treaties and Monitoring Unit every three months.

For F and M moves – the batch number of the preparation obtained from a manufacturing process.  

For all other move types –column E should be left blank.

5.6
REPORTING BATCH NUMBERS FOR FORMULATION / MANUFACTURE OF CONTROLLED PREPARATIONS 
(a)
When reporting use of controlled substances in the formulation of 


controlled preparations (F moves):

Insert a batch or processing lot identification code of the goods which were manufactured in column H.

(b)
When reporting stock obtained from manufacture of controlled preparations (M moves):

Insert the batch or lot identification code that was used to report the corresponding F move in (a) above in column H.

NOTES: 

· Batch or lot identification codes should not exceed 8 characters. When faced with an existing identification code that exceeds 8 characters, the last 8 characters only of that code should be used.

· For F and M moves, the essential data to be reported is the amount of raw material used and the amount of fully finished product obtained in the form in which it leaves the reporting authority at which it is manufactured (eg. how much morphine hydrochloride raw material was used to make how many packets of 20 morphine hydrochloride 10mg tablets). 

· When reporting F & M moves the batch number of the associated preparation is to be entered in column E. As F and M moves are matched on the common batch number of the preparation obtained, a mismatch will result in rejection of all transactions within a report.

· As the UN-NDS monitoring system requires data on how much raw material was used to obtain how much finished product, for every F move there must be one or more corresponding M moves reported within the same report file. 

ie. do not report an F move unless there is a corresponding M move reported in the same data sheet – failure to do this will result in a mismatch and rejection of all transactions within a report.  Corresponding F and M moves must only be reported when the manufacturing process is complete.

· The batch number (column E) is a unique key for the specified drug code in a line entry.  If sub-batches are manufactured, an appropriate suffix must be appended (eg FP123/a, FP123/b).

5.7
FORMULATION OF UNCONTROLLED PREPARATIONS
In reporting the use of controlled substances in the formulation of uncontrolled preparations (U moves) only the following information is to be reported:

· drug code of the raw material (column B)

· number of units used (column C)

· move code (column D)

· move date ( column F) 

5.8
PERMIT NUMBER (column H)
This field is for indent (X) moves only.  

Where known, the import permit No. should be provided for stock received directly from import where the receiving company does not hold the import permit for that import (ie import by indent).

Eg. CSH03I1234
5.9
NIL RETURNS

Where there are no stock movements to be reported for any given week, a nil return must be submitted to ensure that all reporting weeks are fully accounted for each reporting authority. 

Nil returns must be submitted in the usual manner, must be named using the standard format (eg RN001_200214.csv) and must contain no line entries.. 

6.
INFORMATION REQUIRED FOR CHANGING COMPANY DETAILS OR REQUESTING NEW ACCOUNT CODES
6.1
ALTERATIONS TO COMPANY DETAILS
If any alterations are required by the reporting authority to their details held by the TGA (eg change of name) or there is a need to allocate a new TGA identification number to a customer (eg a pharmacist) an e-mail outlining the required amendments should be sent to the Treaties and Monitoring Unit at TMS@health.gov.au  
6.2
TGA IDENTIFICATION NUMBERS
New TGA identification numbers for reporting authorities are allocated by the TGA.

The following information must be included in a request to create a new TGA identification number for either a reporting authority or their customer:

6.2a
NAME AND ADDRESS
The correct name and full delivery address. The details should refer to the actual delivery address, not the address to which the drugs are invoiced. Do not use post office box numbers. 
6.2b
POSTCODE
The postcode of the full delivery address.

In the case of pharmacies, should the delivery address be unknown, insert the "chemists approval number" if known, in brackets in the name and address.

6.3
CUSTOMER / ACCOUNT NUMBERS
Many reporting authorities use their own system of account numbers for customers. In this case, the weekly stock movement reports submitted to the TGA may continue to reference these numbers and the TGA will provide a link to the TGA identification number. However, this system introduces a higher risk of new account numbers which are unknown to the TGA. It is therefore preferable that reporting authorities consider gradually changing to TGA identification numbers. 

Where authorities are using their own system of account numbers, re-allocation of a deleted account number should be avoided for at least three months.

7.
REPORTING ERRORS
7.1
Errors detected as a result of query action by the Treaties an Monitoring Unit should be notified via e-mail.  No attempt should be made to rectify the error using the weekly report files.

7.2
Omissions or errors detected otherwise should be advised direct to the Treaties and Monitoring Unit and also not included in the weekly reports.

Treaties & Monitoring Unit (MDP 128)

Office of Chemical Safety

Department of Health and Ageing

PO Box 100

WODEN   ACT   2606  

Tel. Contact No.  (02) 6270 4326

Fax. Contact No. (02) 6270 4325
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