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Badkground

Amygdalin isliged in Appendix Cof the Sandardfor the Uniform Schedulingof Drugs and Poions(the
Sandard. Qubstanceslided in Appendix Cof the Sandard arethose poisonsthat are considered of such danger
to health asto warrant prohibition of sale supply and use. Accordingly, all Appendix C poisonsofthe Sandard
areregula ed poisons under Queendand' sHealth (Drugsand Poisons) Regulation 1996 and goecific approval is
required for them to be oltained, possessed and used.

The Commonwealth Therapeutic Goods Adminidration (T GA) controlsthe Soecial AccessSheme. Caegory A
of thisscheme isfor useby dodors in thetreament of paientswith alifethreaening illness. This schemeisa
notifiction hemeonly. The scheme provides for accessto normally inaccessible drugs wherethe doctor
certifiesthedrug isnecessay for alifethresteningillnessin the paticular paient. TheT GA isalso reponshble
for regulaing which substancesare allowedto be imported into Audralia. Amygdalin is contained in Schedule 8
to the Customs (Prohibited Importg Regulations1956. Therdfore, for any Amygdalin tha needsto be ourced
from overseas, an import permit isissued by theT GA followingtheir receipt of aCaegory A notification form
by atreaing dodor.

Whild the T GA issues these import permits, this does not allow thetreaing doctor or the paient to be in

possession of or to use Amygdalin under Queendand Health legidation. Soecific approval is ill required
from Queendand Health for this purpose.
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Queendand Heal th Approval

Queendand Health has issued a small number of goprovals to dodors to use Amygdalin under drid
guidelines in specific paieits. This policy document has been developed to provide clear and concise
informaion concerning the circumgances under which Queendand Health will consider the issue of an
approval to a doctor for the treeameat of a paient with Amygdalin. It should be noted tha goproval
applicaions ae conddered on a case-by-case bass and tha not all previous applicaions have been
approved.

Ciraumstan cesunder whi ch Queendand Heal th will cond der theissue of approval

1.

2.

All applicaionsmugt be received from thetreaing doctor and in writing. If gpprovals areissued, they
are issued to thetregting dodor for agpecific patient. Approvalsarenot issued to the paient.

The gpplicaion will need to include:

(&) Thepaient'sname, sex, date of birth and current address; and

(b) Clinical detail of the patient’s medical conditionincluding relevant specialist’ s reports; and

(c) Detailsof al treament to date;
(These daails arerequired, as approvalswill only be consdered for paientswith an advanced
malignancy where all possible conveattional tretment has been exhausted.)

(d) Current prognosisof thepaient;

(e) Detailsof thetreatment protocol with Amygdalin intended to be undertaken.
(Due to relaivetoxicity concerns, Queendand Healthwill not issue approval for tredment with oral
Amygdalin, and will only consider applications for intravenous treament under a grict treatment
protocol.)

If an approval isissued, it will contain conditionsincluding, but not necessarily limitedto:

(&) Tha trestment islimitedto the pecified paient and in accordance with a specifiedtreament
protocol;

(b) Tha the Amygdalin must be kept in the personal possession of thetreating doctor, who will be
responsible for destruation of any remaining $odk followingtreament.

(c) Tha thetreaing doctor explainsto the paient the risksand benefitsin theuse of Amygdalin and
obtainsthepaient’ swritten consent prior to tregment.

(d) Tha the gpproval will be time limited in accordance withthe ecifiedtreatment protocol.

(e) Tha prior to consideration of any gpplicaion for are-gpproval after any initial goproval, the
approved doctor will needto provide a progresstreament report, in regardsto the paiet’ smedical
condition, tothe Chief Executive of Queendand Health.

4. Applicaions should be addressed to:

The Chid Executive

C/ The Assgtatt Principal Adviser
Drugs, Poisons and Thergpeutic Goods
Environmetal Health Unit
Queendand Health

GPO Box 48

Brisbane Q 4001

(Dr) Robert Sable
Direcor-General

Queendand Heal th
2003



