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SPECIAL ACCESS PROGRAMME
FORM A – PATIENT SPECIFIC REQUEST
	SECTION A: PRACTITIONER INFORMATION

	Practitioner’s Name:

	Hospital or Clinic Name: (if applicable)

	Address: (shipping address only)

	City:
	Province: BC
	Postal Code:

	Contact Person: (if other than practitioner)
	Send Drug c/o:

In-patient Hospital Pharmacy ⁯

Practitioner’s Office ⁯ Nuclear Medicine ⁯ Blood Bank⁯

	Contact Telephone #:
	

	Contact Fax #:
	

	Contact’s Email Address: (optional)
	Practitioner’s Email Address: (optional)

	SECTION B: DRUG AND MANUFACTURER INFORMATION

	Trade Name: HERCEPTIN
	Other Name: Trastuzumab

	Manufacturer: Hoffmann-La Roche
	PO#:

	Route of Administration:   ORAL
I.V.
I.M.
TOPICAL
S.C.
OTHER:
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Dosage Form:  TAB
CAP
LIQUID
POWDER
CREAM
OINT.
PATCH
OTHER:


	SECTION C: PATIENT INFORMATION

	If  you have supply of the drug on hand and would like to transfer it to another patient, thus requiring authorization only, please check here
and complete the table below.   Specify the amount being transferred in the quantity section.

	Patient

Initials

(e.g. A.B.C.)
	DOB (DD/MM/YYYY)
	Gender
	Indication for Use of Drug
	New or Repeat patient via the SAP for this drug?
	Dosage and
Duration
(e.g. #mg bid x #days)
	Strength
(e.g. #mg)
	Quantity
(e.g. ## tabs)

	
	
	M F
	
	N R
	
	
	

	
	
	M F
	
	N R
	
	
	

	
	
	M F
	
	N R
	
	
	

	
	
	M F
	
	N R
	
	
	

	Please specify the EXACT AMOUNT of drug requested (e.g. number of tabs, vials, units, etc.). The SAP will not calculate quantity.
	Total:

	Please specify when the drug will be administered/dispensed? (i.e. a date):
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	SECTION D: CLINICAL RATIONALE

	1a) For new patients, provide specific information about your patient(s)’s medical history including conventional therapies considered, ruled out and/or failed or that are unsuitable and/or unavailable to achieve an adequate response. What specifically about this drug (e.g. mechanism of action, drug class, dosage form) makes it the best choice for your patient(s)’s?  Please explain.

	Treatment of HER2 +ve metastatic adenocarcinoma of the stomach (or GE junction) in combination with chemotherapy and after chemotherapy

b) For repeat patients, describe your patient(s)’s response to the drug relative to the initial treatment goal(s) and provide a rationale for requesting continued access.



	2. Please provide SPECIFIC data, references and/or resources in your possession, with respect to the use, safety and efficacy that support your decision to prescribe this drug.  For citations include, journal/article titles, author(s), volume, issue, date and page information.    Check here if reference(s) is/are attached

	Canadian product monograph of HERCEPTIN®



	SECTION E: PRACTITIONER ATTESTATION

	I, the practitioner, am accessing this non-marketed drug for use in the emergency treatment of a patient under my care in accordance with the Food and Drug Regulations C.08.010.

	I, the practitioner, am aware that by accessing this drug through the SAP, the sale of the drug is exempt from all aspects of the Food and Drugs
Regulations including those respecting the safety, efficacy and quality.

	I, the practitioner, agree to provide a report on the results of the use of the drug including information on Adverse Drug Reactions and, on request, to account for quantities of the drug received.

	Practitioner’s Signature:
	License #:

	
	Date:


Special Access Programme Therapeutic Products Directorate c/o Health Canada

AL 3105 A Tunney’s Pasture Ottawa, ON

K1A 0K9



FAX all requests to (613) 941-3194
For urgent requests requiring immediate attention please follow up with a call to the SAP at:

(613) 941-2108.

AUTHORIZATION ONLY VALID WITH SIGNATURE  & SAP  STAMP
website: http://www.hc-sc.gc.ca/dhp-mps/acces/drugs-drogues/index_e.html email: sapdrugs@hc-sc.gc.ca
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