SCHEDULING OF MEDICINES AND POISONS
REASONS FOR DECISIONS BY THE DELEGATE OF THE SECRETARY TO THE DEPARTMENT OF HEALTH AND AGEING FOR AMENDMENTS TO THE POISONS STANDARD 2009 THAT HAVE BEEN INCORPORATED IN THE POISONS STANDARD 2010 CONSISTING OF THE STANDARD FOR THE UNIFORM SCHEDULING OF MEDICINES AND POISONS

Notice under subsection 52D(2) Therapeutic Goods Act 1989 (the Act)

The delegate of the Secretary to the Department of Health and Ageing for the purposes of subsection 52D(2) of the Act hereby gives notice that a new Poisons Standard 2010 has been prepared and consists of the Standard for the Uniform Scheduling of Medicines and Poisons 1 (SUSMP 1).  The SUSMP 1 incorporates the Poisons Standard 2009 and amendments made to that standard, including those proposed by the National Drugs and Poisons Scheduling Committee from 1 January 2010 that the delegate has subsequently agreed to and incorporated into the SUSMP 1.  The Poisons Standard 2009 consists of the Standard for the Uniform Scheduling of Drugs and Poisons 24 (SUSDP 24) and subsequent amendments made to it.  
Please note that as of 1 July 2010, under new scheduling arrangements, as detailed at http://www.tga.gov.au/industry/scheduling-background-2010.htm, the SUSDP is to be replaced by the SUSMP.  These new arrangements also provide that scheduling decisions are no longer be made by the NDPSC, but instead by the Secretary, or a delegate of the Secretary.
This notice provides the decisions of the delegate, the reasons for those decisions, and the date of effect of the decisions.  The notice provides reasons for only those scheduling decisions that have not yet been implemented in the Poisons Standard 2009.  
The notice is divided into two parts:

Part A – Amendments to the Poisons Standard 2009 and incorporated in the Poisons Standard 2010 (SUSMP 1) that have arisen from the transitional provisions set out in Schedule 1, Item 13 of the Therapeutic Goods Amendment (2009 Measures No. 2) Act 2009 (the Amendment Act).  These are decisions made by the NDPSC after 1 January 2010 which were to have resulted in an amendment to the SUSDP and that have been agreed to by the Secretary, or a delegate of the Secretary, in relation to the making of the new Poisons Standard.
Part B – Other amendments to the Poisons Standard 2009 which have been incorporated in the Poisons Standard 2010 arising from final decisions made by the Secretary, or a delegate of the Secretary, and not referred to an expert advisory committee as defined under regulation 42ZCA or 42ZCU of the Therapeutic Goods Regulations 1990.
The amendments arising from this notice will be incorporated into SUSMP 1, effective 1 September 2010 (unless otherwise indicated).  The SUSMP 1 will be available for purchase from National Mailing and Marketing Pty Ltd, telephone (02) 6269 1035.


Please also note that the SUSMP 1 which is incorporated in the Poisons Standard 2010 will be available electronically as the ‘Poisons Standard 2010’ at the ComLaw website by 1 September 2010.  A link to the current SUSDP 24 and its amendments can be found at http://www.tga.gov.au/industry/scheduling-poisons-standard.htm.
PART A – AMENDMENTS TO THE SUSMP ARISING FROM THE TRANSITION PROVISIONS OF THE AMENDMENT ACT
February 2010 NDPSC recommendations

The delegate of the Secretary:

· confirms the decisions made by the NDPSC at the February 2010 meeting and that the reasons identified in the February 2010 NDPSC Record of Reasons are sufficient to satisfy the delegate that the relevant matters under subsection 52E(1) of the Act have been taken into account in making those decisions; and 

· intends to incorporate into the first instrument, the Poisons Standard 2010 (SUSMP 1), with an implementation date of 1 September 2010, the following decisions as identified in the resolutions of the February 2010 Record of Reasons: 1, 3, 4, 5, 6, 7, 8, 19, 20, 21, 24, 26, 30, 31, 32, 33 and 34. These were decisions on:

· 1 – Approved Name;

· 3 – Lye water (alkaline salts, potassium hydroxide and sodium hydroxide);

· 4 – Natamycin;

· 5 – Deltamethrin;

· 6 – Foramsulfuron;

· 7 – Mandipropamid;

· 8 – Metrafenone;

· 19 – Flurbiprofen;

· 20 – Nicotine;

· 21 – Paracetamol combined with phenylephrine and guaiphenesin;

· 24 – Certolizumab pegol;

· 26 – Corifollitropin alfa;

· 30 – Ibogaine and noribogaine;

· 31 – Lansoprazole;

· 32 – Omeprazole;

· 33 – Pazopanib; and

· 34 – Phosphodiesterase type 5 inhibitors.
June 2010 NDPSC recommendations

The delegate of the Secretary:

· confirms the decisions made by the NDPSC in the June 2010 meeting and that the reasons identified in the June 2010 NDPSC Record of Reasons are sufficient to satisfy the delegate that the relevant matters under subsection 52E(1) of the Act have been taken into account in making those decisions; and 

· intends to incorporate into the first instrument, the Poisons Standard 2010 (SUSMP 1) the following decisions as identified in the resolutions of the June 2010 Record of Reasons:

· 1, 2, 3, 4, 5, 6, 8 (apart from the Appendix F entry), 9, 10 (apart from the Appendix F entry), 22, 23, 27, 29, 31, 34, 35, 36, 39 and 46 with an implementation date of 1 September 2010.  These were decisions on:

· 1 – Name, use of drug versus medicine and preface;

· 2 – Introduction and principles of scheduling;

· 3 – Definitions;

· 4 – Labels and Containers;

· 5 – Miscellaneous Regulations, paragraph 33;

· 6 – Appendix E header and Appendix L;

· 8 – Ambrisentan Appendix L;

· 9 – Bosentan;

· 10 – Sitaxentan Appendix L;

· 22 – Amorolfine;

· 23 – Iodine;

· 27 – 4-Methylmethcathinone (mephedrone);

· 29 – Chemistry sets;

· 31 – Lenalidomide;

· 34 – Clofarabine;

· 35 – Saxagliptin;

· 36 – Vorinostat;

· 39 – C1 esterase inhibitors; and

· 40 – Sulfonamides.
· 11, 12, 13 and 24 with an implementation date of 1 January 2011.  These were decisions on:

· 11 – Carbendazim;

· 12 – Laureth carboxylic acids;

· 13 – Sodium lauryl sulphate; and

· 24 – Leptospermum scoparium oil (manuka oil).
· 8 and 10 (the ambrisentan and sitaxentan Appendix F entries) with an implementation date of 1 January 2011 to minimise any unintended regulatory impact.
_____________________________________________________________________
PART B – OTHER AMENDMENTS TO THE SUSMP

Please note that XXXXX designates Commercial-in-Confidence information which has been removed.

1.1
Degarelix
SUBSTANCE DETAILS
· Degarelix is a gonadotrophin releasing hormone (GnRH) antagonist which acts through binding to pituitary GnRH receptors.  This results in reduced release of gonadotrophins (luteinising hormone and follicle-stimulating hormone) and consequently a reduction in testosterone secretion in males.
· XXXXX
Indication:

· For the treatment of patients with prostate cancer in whom androgen deprivation therapy is warranted. 
SCHEDULING CONSIDERATION
The Delegate noted that:

· As degarelix is not specifically scheduled in Australia, this is a consideration of scheduling of a new chemical entity as outlined in section 4.2 of the Scheduling Policy Framework.

· Schedule 4 contains a class entry capturing all gonadotrophic hormones except where specifically listed.  A specific Schedule 4 entry for degarelix would ensure clarity of interpretation.

· Degarelix is not currently scheduled in New Zealand.
· XXXXX requested a Schedule 4 entry.
· The seriousness of the indication mandates interaction with a medical professional.
· According to XXXXX, associated adverse effects include severe local injection site reactions including pain, erythema and swelling, as well as chills, influenza-like symptoms and hot flushes.  According to the Martindale monograph for degarelix, other effects commonly reported for degarelix have included increases in hepatic function test values, insomnia, dizziness, headache, and gastrointestinal disturbances.  Degarelix can also contribute to loss of libido, erectile dysfunction, testicular atrophy, and gynaecomastia.
· Neither XXXXX nor the Martindale monograph specify any effects with respect to sedation that would warrant an Appendix K entry.
The Delegate agreed that the relevant matters under section 52E (1) of the Therapeutic Goods Act 1989 included (a) risks and benefits of the substance, and (b) purpose for which the substance is to be used.
DECISION
The Delegate decided to list degarelix in Schedule 4, for inclusion into the Standard for the Uniform Scheduling of Medicines and Poisons 1, effective 1 September 2010.

Schedule 4 – New Entry

DEGARELIX. 
1.2
Denosumab
SUBSTANCE DETAILS

· Denosumab is a human monoclonal immunoglobulin G2 antibody that binds with high affinity and specificity to the receptor activator of nuclear factor-kappa B ligand (RANKL), a mediator of the resorptive phase of bone remodelling.

· Binding of denosumab to RANKL prevents the activation of RANK and inhibits the formation, activation and survival of osteoclasts, the only cell type known to be responsible for bone resorption.  The number and function of osteoclasts is thereby reduced, resulting in a decrease in bone resorption and an increase in cortical and trabecular bone mass, volume and strength.
· XXXXX  
Indication:

· The treatment of osteoporosis in postmenopausal women, to reduce the risk of vertebral, non-vertebral and hip fractures. 
SCHEDULING CONSIDERATION

The Delegate noted that:

· As denosumab is not scheduled in Australia, this is a consideration of scheduling of a new chemical entity as outlined in section 4.2 of the Scheduling Policy Framework.

· Denosumab is not currently scheduled in New Zealand.
· XXXXX requested a Schedule 4 entry.
· Adalimumab, another human monoclonal antibody, is listed in Schedule 4.

· The seriousness of the indication mandates interaction with a medical professional.
· According to XXXXX, associated adverse effects include cardiac, musculoskeletal, infective and neoplastic disorders with reports of episodes of pancreatitis and infection (skin, urinary tract, endocardium etc).  

· Other safety issues associated with denosumab include bone architecture, osteonecrosis of the jaw and immunosuppression in patients heavily treated with bisphosphonates.  Risks also include hypocalcaemia and added toxicity from multiple drug therapy in particular sub-populations such as rheumatoid arthritis patients.

· Neither XXXXX nor the Martindale monograph specify any effects with respect to pregnancy or sedation that would warrant an Appendix D or Appendix K entry.
The Delegate agreed that the relevant matters under section 52E (1) of the Therapeutic Goods Act 1989 included (a) risks and benefits of the substance, and (b) purpose for which the substance is to be used.
DECISION

The Delegate decided to list denosumab in Schedule 4, for inclusion into the Standard for the Uniform Scheduling of Medicines and Poisons 1, effective 1 September 2010.

Schedule 4 – New Entry

DENOSUMAB. 
1.3
Dronedarone
SUBSTANCE DETAILS

· Dronedarone is an antiarrhythmic drug that is structurally related to amiodarone, but has a shorter half-life because it is less lipophilic.  

· XXXXX
Indication:

· To reduce the risk of cardiovascular hospitalization in patients with paroxysmal or persistent atrial fibrillation (AF) or atrial flutter (AFL), with a recent episode of AF/AFL and associated cardiovascular risk factors, who are in sinus rhythm or who will be cardioverted, in addition to standard therapy. 
SCHEDULING CONSIDERATION

The Delegate noted that:

· As dronedarone is not scheduled in Australia, this is a consideration of scheduling of a new chemical entity as defined in section 4.2 of the Scheduling Policy Framework.

· Dronedarone is not currently scheduled in New Zealand.

· The related substance, amiodarone is listed in Schedule 4. 
· XXXXX requested a Schedule 4 entry.
· The seriousness of the indications warrant interaction with a medical professional.
· According to the Martindale monograph for dronaderone, associated adverse effects include gastrointestinal, skin rash, asthenia, bradycardia and prolongation of the QT interval.  

· Dronedarone is contra-indicated in patients with heart failure, severe hepatic impairment, bradycardia (heart rate less than 50 beats / minute), second- or third-degree AV block or sick sinus syndrome (unless a pacemaker is present), or prolonged QT or PR interval.  

· Although dronedarone shows evidence of teratogenicity, given the proposed indication, treatment would always occur under the direction of a medical practitioner and an Appendix D entry would not be required.
The Delegate agreed that the relevant matters under section 52E (1) of the Therapeutic Goods Act 1989 included (a) risks and benefits of the substance and (b) purpose for which the substance is to be used.
DECISION

The Delegate decided to list dronedarone in Schedule 4, for inclusion into the Standard for the Uniform Scheduling of Medicines and Poisons 1, effective 1 September 2010.

Schedule 4 – New Entry

DRONEDARONE. 
1.4
Eltrombopag
SUBSTANCE DETAILS

· Eltrombopag is a small molecule agonist of the thrombopoietin (TPO) receptors on megakaryocytes which induces proliferation and differentiation of megakaryocytes from bone marrow progenitor cells.  Unlike TPO, eltrombopag does not affect platelet function.
· XXXXX
Indication:

· Treatment of adult patients with chronic immune (idiopathic) thrombocytopaenic purpura (ITP) who have had an inadequate response or are intolerant to corticosteroids and immunoglobulins. 
SCHEDULING CONSIDERATION

The Delegate noted that:

· As eltrombopag is not scheduled in Australia, this is a consideration of scheduling of a new chemical entity as outlined in section 4.2 of the Scheduling Policy Framework.

· Eltrombopag is not currently scheduled in New Zealand.

· XXXXX requested a Schedule 4 entry.
· The seriousness of the indication mandates interaction with a medical professional.
· According to the Martindale monograph for eltrombopag, associated adverse effects include haemorrhage, menorrhagia, ecchymosis, dyspepsia, myalgia, paraesthaesia, and cataracts.  Nausea and vomiting may also be experienced.  Eltrombopag may cause hepatotoxicity and raised liver function tests including bilirubin have been reported.  Caution is advised in patients with liver disease.  Eltrombopag also increases the risk of the development or progression of reticulin fibre deposition in bone marrow.

· Neither XXXXX nor the Martindale monograph specify any effects with respect to pregnancy or sedation that would warrant an Appendix D or Appendix K entry.
The Delegate agreed that the relevant matters under section 52E (1) of the Therapeutic Goods Act 1989 included (a) risks and benefits of the substance, and (b) purpose for which the substance is to be used.
DECISION

The Delegate decided to list eltrombopag in Schedule 4, for inclusion into the Standard for the Uniform Scheduling of Medicines and Poisons 1, effective 1 September 2010.

Schedule 4 – New Entry

ELTROMBOPAG. 

1.5
Icatibant
SUBSTANCE DETAILS

· Icatibant acetate is a selective bradykinin B2 antagonist used in the symptomatic treatment of acute attacks of hereditary angioedema in adults with complement C1 esterase inhibitor deficiency.  Icatibant acetate is given by subcutaneous injection, preferably into the abdomen.
· XXXXX
Indication:

· For the symptomatic treatment of acute attacks of hereditary angioedema (HAE) in adults with C1-esterase-inhibitor deficiency. 
SCHEDULING CONSIDERATION

The Delegate noted that:

· As icatibant is not scheduled in Australia, this is a consideration of scheduling of a new chemical entity as outlined in section 4.2 of the Scheduling Policy Framework.

· Icatibant is not currently scheduled in New Zealand.

· XXXXX requested a Schedule 4 entry.
· The seriousness of the indication mandates interaction with a medical professional.
· According to the Martindale monograph for icatibant, associated adverse effects include mild and transient injection-site reactions, nausea, vomiting, headache, dizziness, asthenia, nasal congestion, and skin rash. 

· Icatibant should be given with caution to patients with acute ischaemic heart disease or unstable angina pectoris, and to patients who have recently had a stroke.
· Neither XXXXX nor the Martindale monograph specify any effects with respect to pregnancy or sedation that would warrant an Appendix D or Appendix K entry.
The Delegate agreed that the relevant matters under section 52E (1) of the Therapeutic Goods Act 1989 included (a) risks and benefits of the substance, and (b) purpose for which the substance is to be used.
DECISION

The Delegate decided to list icatibant in Schedule 4, for inclusion into the Standard for the Uniform Scheduling of Medicines and Poisons 1, effective 1 September 2010.

Schedule 4 – New Entry

ICATIBANT. 

1.6
Indacaterol
SUBSTANCE DETAILS

· Indacaterol is a long-acting beta 2 adrenoceptor agonist.  It has a longer duration of action than the beta 2 agonists, formoterol and salbutamol.
· XXXXX 
Indication:

· As a once daily, maintenance bronchodilator for long-term use to improve airflow limitation in adult patients with moderate to severe chronic obstructive pulmonary disease (COPD). 
· Indacaterol is not indicated for asthma.
SCHEDULING CONSIDERATION

The Delegate noted that:

· As indacaterol is not scheduled in Australia, this is a consideration of scheduling of a new chemical entity as outlined in section 4.2 of the Scheduling Policy Framework.

· Indacaterol is not currently scheduled in New Zealand.

· XXXXX requested a Schedule 4 entry.
· A number of beta 2 adrenoceptor agonists are listed in Schedule 4 including: bambuterol, clenbuterol, fenoterol, formoterol, hexoprenaline, and orciprenaline.  Salbutamol is also listed in Schedule 4 with an exemption for when it is listed in Schedule 3.

· The seriousness of the indication mandates interaction with a medical professional.
· According to XXXXX, associated adverse effects include ventricular tachycardia, drug related muscle spasm, peripheral oedema and tremor.  Dose dependent squamous metaplasia was also detected.

· Repeat-dose toxicity studies XXXXX found toxicities in the heart, lungs, and the rest of the respiratory tract, liver and kidney.  When given orally, gastrointestinal tract toxicity was also seen.  Indacaterol was associated with ovarian leiomyomas XXXXX.

· Neither XXXXX nor the Martindale monograph specify any effects with respect to pregnancy or sedation that would warrant an Appendix D or Appendix K entry.
The Delegate agreed that the relevant matters under section 52E (1) of the Therapeutic Goods Act 1989 included (a) risks and benefits of the substance, and (b) purpose for which the substance is to be used.
DECISION

The Delegate decided to list indacaterol in Schedule 4, for inclusion into the Standard for the Uniform Scheduling of Medicines and Poisons 1, effective 1 September 2010.

Schedule 4 – New Entry

INDACATEROL. 

1.7
Omega-3 acid ethyl esters
SUBSTANCE DETAILS

· Omega-3 acid ethyl esters are made up of a mixture of the ethyl esters of alpha-linolenic acid, moroctic acid, eicosatetraenoic acid, eicosapentaenoic acid (EPA EE), heneicosapentaenoic acid, clupanodonic acid, and docosahexaenoic acid (DHA EE).  Omega-3 acid ethyl esters are obtained by transesterification of the body oil of fish species coming from families such as Engraulidae, Carangidae, Clupeidae, Osmeridae, Salmonidae, and Scombridae.
· Omega-3 acid ethyl esters 90 is a concentrate consisting of no less than 90 per cent omega-3 acid ethyl esters, where the total of EPA EE and DHA EE together is 80 per cent.  In these preparations, the content of EPA EE is not less than 40 per cent and DHA EE is not less than 34 per cent.
· XXXXX 
Indications:

· Post myocardial infarction:  Adjuvant treatment in secondary prevention after myocardial infarction, in addition to other standard therapy (e.g. statins, antiplatelet medicinal products, beta-blockers, ACE inhibitors). 
· Hypertriglyceridaemia: Endogenous hypertriglyceridaemia as a supplement to diet when dietary measures alone are insufficient to produce an adequate response.  Treatment is indicated for the following types of dyslipidaemia (Fredrickson classification) only:
Types IV and V as monotherapy and with close monitoring of LDL-C levels; and

Type IIb as add-on therapy to statins, when control of triglycerides with statins has been shown to be insufficient.

· This substance is not indicated in exogenous hypertriglyceridaemia (Type I hyperchylomicronaemia) or in patients with secondary endogenous hypertriglyceridaemia including patients with diabetes mellitus.
SCHEDULING CONSIDERATION

The Delegate noted that:

· As omega-3 acid ethyl esters are not specifically scheduled in Australia, this is a consideration of scheduling of a new chemical entity as outlined in section 4.2 of the Scheduling Policy Framework.
· Appendix B lists substances considered not to require control by scheduling.  Linoleic acid (an omega-3 fatty acid) is listed in Appendix B for general use due to its low toxicity.

· Omega-3 acid ethyl esters are not currently scheduled in New Zealand.
· XXXXX requested a Schedule 4 entry.
· The seriousness of the indications mandates interaction with a medical professional.
· According to XXXXX, adverse effects associated with omega-3 acid ethyl esters include gastrointestinal, platelet and transaminase effects.  There is an increased risk of bleeding as an interaction with concomitant anticoagulants and possible signals of hypertglycaemia in diabetes and hepatic adverse events.  There were also reports of ventricular bigeminy, vasculitis, pancreatitis, post-operative pharyngeal bleeding, hypersensitivity, chest pain and dizziness, rhabdomyolysis, erythema multiforme, epidural heamatoma and intracerebral haemorrhage.

· Neither XXXXX nor the Martindale monograph for omega-3 fatty acids specify any effects with respect to pregnancy or sedation that would warrant an Appendix D or Appendix K entry.

Potential regulatory impact
· There are a number of over-the-counter and complementary products containing omega-3 fatty acids and omega-3 acid ethyl esters available.  It was identified that a considerable number of these products could be inadvertently affected by the scheduling of omega-3 acid ethyl esters and that care should be taken to limit the impact of any such decision.

· There were also 5 products listed on PUBCRIS containing one or both of the active ingredients EPA and DHA in various concentrations.  PUBCRIS also lists products containing 700-704 g / L of methyl and ethyl esters of fatty acids from canola oil.

· To ensure that omega-3 fatty acids would not be inadvertently captured, the omega-3 acid ethyl esters schedule entry would specifically exclude salts and derivatives.
· The inclusion of a requirement for human therapeutic use in the schedule entry would ensure that other non-human products would not be inadvertently captured.
· The inclusion of a schedule entry concentration cut-off may decrease the risk of impact on existing that complementary and over the counter products.  Specifically, it was anticipated that a proposed cut off for omega-3-acid ethyl esters containing 80 per cent or more of total DHA EE and EPA EE would exclude most complementary medicines.  However, there was still significant risk that some products could be inadvertently captured.  Furthermore, schedule entry cut-off values imply a limit imposed on the basis of toxicity and safety, which is not appropriate in this consideration.

· The inclusion of the indication in the schedule entry would ensure that only omega-3 acid ethyl ester products manufactured indicated for the treatment of post-myocardial infarction and / or hypertriglyceridaemia would be captured.  It is not common for schedule entries to specify an indication, as there is a risk that consumers may start to inappropriately use other non-Schedule 4 omega-3 acid ethyl ester products, without first consulting with a medical practitioner.  However, due to the potential regulatory impact and the seriousness of the indication, the inclusion of the indication in the schedule entry would be most appropriate in this instance.
The Delegate agreed that the relevant matters under section 52E (1) of the Therapeutic Goods Act 1989 included (b) purpose for which the substance is to be used.

DECISION

The Delegate decided to list omega-3 acid ethyl esters in Schedule 4, for inclusion into the Standard for the Uniform Scheduling of Medicines and Poisons 1, effective 1 September 2010.
Schedule 4 – New Entry

OMEGA-3-ACID ETHYL ESTERS (excluding salts and derivatives) for human therapeutic use, for the treatment of post-myocardial infarction and / or hypertriglyceridaemia. 

1.8
Plerixafor
SUBSTANCE DETAILS

· Plerixafor is a CXCR4 chemokine receptor antagonist that blocks the binding of stromal cell-derived factor 1 α.  It inhibits the retention of haematopoietic stem cells in bone marrow, and increases their number in peripheral blood. 

· XXXXX  
Indication:

· In combination with granulocyte colony stimulating factor (GCSF) to mobilise hematopoietic stem cells (HSCs) to the peripheral blood for collection and subsequent autologous transplantation in patients with lymphoma or multiple myeloma. 
SCHEDULING CONSIDERATION

The Delegate noted that:

· As plerixafor is not scheduled in Australia, this is a consideration of scheduling of a new chemical entity as outlined in section 4.2 of the Scheduling Policy Framework.

· Plerixafor is not currently scheduled in New Zealand.

· XXXXX requested a Schedule 4 entry.
· The indications require interaction with a medical professional.
· According to the Martindale monograph for plerixafor, associated adverse effects include gastrointestinal effects, fatigue, arthralgia, headache, dizziness, insomnia and injection site reactions.  Systemic reactions occurring about 30 minutes after injection have been reported in a small number of patients, and include urticaria, periorbital swelling, dyspnoea, and hypoxia.  Some cases of vasovagal reactions, orthostatic hypotension, and syncope, within 1 hour of injection, have also been reported.  

· Neither XXXXX nor the Martindale monograph specify any effects with respect to pregnancy or sedation that would warrant an Appendix D or Appendix K entry.
The Delegate agreed that the relevant matters under section 52E (1) of the Therapeutic Goods Act 1989 included (a) risks and benefits of the substance and (b) purpose for which the substance is to be used.
DECISION

The Delegate decided to list plerixafor in Schedule 4, for inclusion into the Standard for the Uniform Scheduling of Medicines and Poisons 1, effective 1 September 2010.

Schedule 4 – New Entry

PLERIXAFOR. 
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