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PRACTICE GUIDANCE: 
DISPENSING MIFEGYMISO® 
Updated November 16, 2017 

Introduction 
In June 2015, Health Canada approved the drug product Mifegymiso® for non-surgical abortion in Canada.  At that 
time, Health Canada’s approval included a Restricted Distribution Program that was the subject of considerable 
debate.   Significant revision to Mifegymiso’s approved use and distribution was issued by Health Canada on 
November 7, 2017. 

The Nova Scotia College of Pharmacists provides the following guidance to pharmacists and pharmacy 
technicians when dispensing Mifegymiso® so that unnecessary barriers for patient access can be avoided and 
appropriate safeguards for patient safety are in place. For clarity, pharmacists in Nova Scotia are authorized to 
dispense but not to prescribe Mifegymiso. 

Guidance 

Health Canada’s November 7, 2017 Information Update on Mifegymiso states that:  

• Mifegymiso can now be prescribed up to nine weeks (63 days) into a pregnancy, rather than the previous 
limit of seven weeks (49 days). 

• Mifegymiso can now be dispensed directly to patients by a pharmacist or a prescribing health professional. 
Directions for use remain the same. Patients should take the medication as directed by their health 
professional, either at a health facility or at home. 

• While dialogue and information sharing between patients and health professionals is always important, the 
requirement for written patient consent to use Mifegymiso is being removed. 

• Health professionals will no longer be required to register with Celopharma in order to prescribe or dispense 
Mifegymiso. 

 

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/65034a-eng.php
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Collaboration 

It is critical that in providing Mifegymiso® to patients, there is clear, interprofessional communication regarding 
the directions for consumption, and the responsibility and accountability for informed consent, counselling, 
assessment, monitoring and follow-up. 

At a local level, pharmacists are encouraged to communicate with physicians in advance regarding whether they 
are willing and competent to participate in providing Mifegymiso® to patients. Participating practitioners must 
use a collaborative process that will ensure the care provided is patient-centered, does not create unnecessary 
barriers to access, and provides appropriate safeguards for patient safety. 

Given the time-sensitive nature of medical abortion, pharmacies should have a plan in place that protects 
patients’ rights to access high-quality health services while also upholding individual providers’ rights to 
conscientious objection. 

Competency  

It is the professional responsibility of a pharmacist to ensure that they have the knowledge and skills required 
to competently dispense Mifegymiso®.  The following educational resources are available to support the 
pharmacist in meeting this responsibility. 

Resources 

Accredited Medical Abortion Training Program, Society of Obstetricians and Gynaecologists of Canada, 2016   

Additional resources for providers are available through Canadian Abortion Providers Support (CAPS): 
https://www.caps-cpca.ubc.ca/index.php?title=Main_Page&oldid=36 

Health Canada: Information Update, Health Professional Risk Communication, Regulatory Decision Summary,  

General product information and forms, Celopharma, Inc. www.celopharma.com  

 
 
 
 
 

 

https://sogc.org/online-courses/courses.html
https://www.caps-cpca.ubc.ca/index.php?title=Main_Page&oldid=36
http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/65034a-eng.php
http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/65030a-eng.php
https://hpr-rps.hres.ca/reg-content/regulatory-decision-summary-detail.php?linkID=RDS00294
http://www.celopharma.com/
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Guidelines for Pharmacists Dispensing Mifegymiso in Manitoba 
(Updated July 2019) 

Introduction 
In July 2015, Health Canada approved Mifegymiso for medical abortions and established conditions for 

distribution and administration of the product. Mifegymiso is a combination of two drugs, mifepristone 

and misoprostol, for the safe medical termination of early pregnancy.  The Canadian distributor, 

Celopharma Inc. launched the product in early 2017.  

 

Health Canada has updated the prescribing information for Mifegymiso since its launch date: 

 Since November 7, 2017, the indication is extended to 63 days gestation, the product could be 

dispensed directly to patients and the Risk Management Plan was changed 

 Since April 16, 2019, an ultrasound is no longer required before prescribing Mifegymiso 

 

Background 
Mifepristone was first developed in 1981 and the regimen of mifepristone and misoprostol has been 

used in the United States since 2000 and is now approved in 62 countries (1). One in three Canadian 

women will experience an abortion during their lifetime (2) and according to a national study in 2012, 

less than 4% of abortions were a first term medical abortion (3).  

 

Mifegymiso is a pre-packed combination product that contains one tablet of mifepristone 200 mg for 

oral administration, and four tablets of misoprostol 200 mcg for buccal administration. It is packaged in 

two boxes, one box contains one tablet of mifepristone, and the second box contains four tablets of 

misoprostol.  

 

Mifepristone 200 mg, when taken initially, blocks progesterone production in the uterus. This is followed 

one to two days later by four tablets of 200 mcg misoprostol, which will induce contractions and cause a 

miscarriage. Mifegymiso is approved by Health Canada for the medical termination of a pregnancy with a 

gestational age up to 63 days. The clinical data to support this indication has demonstrated that 200 mg 

oral mifepristone followed by buccal administration of 800 mcg misoprostol 24 to 48 hours later 

effectively induced the termination of pregnancy in 94.2% to 96.4% of women (4).  

 

Health Canada has approved the Mifegymiso regimen with certain conditions as listed in the product 

monograph. Health professionals are required to do the following prior to prescribing Mifegymiso: 

 Ensure they have adequate knowledge of the use of these medications to prescribe Mifegymiso; 

 Discuss informed consent with the patient and provide the patient with the current Patient 

Medication Information and a completed Patient Information Card; 

 Exclude ectopic pregnancy and confirm gestational age by an appropriate method; 

 Counsel patients on effects and risks of Mifegymiso, including bleeding, infection and incomplete 

abortion; 

 Ensure that patients have access to emergency medical care in the 14 days following the 

mifepristone dose; 
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 Schedule follow-up 7-14 days following mifepristone dose to confirm complete pregnancy

termination and to monitor for side effects.

Dispensing of Mifegymiso
Mifegymiso can be dispensed directly to patients by a pharmacist or a prescribing health professional. 

Mifegymiso can be provided to the patient using the following options:  

1. A patient can take the prescription to a pharmacy of their choice and have the medication

dispensed directly to them;

2. A patient can take the prescription to a pharmacy of their choice and have the medication

delivered to the prescriber’s office.

Pharmacist’s Role and Responsibilities in Mifegymiso Treatment 

1. Pharmacists should ensure they have the requisite knowledge

Pharmacists dispensing Mifegymiso should ensure they have sufficient background knowledge about 
the drug and legislation surrounding it. While it is not mandatory for pharmacists to complete specific 
learning modules prior to dispensing Mifegymiso, pharmacists are encouraged to consult learning 
resources that will assist them in counselling and answering patients’ questions about Mifegymiso. 
The following are a few resources that may be helpful to pharmacists

• Medical Abortion Training Program, available through SOGC (Society of Obstetricians and 
Gynaecologists of Canada) Online Courses

• An educational program available on the manufacturer, Celopharma’s website

• The Canadian Pharmaceutical Association has a number of resources on medical abortion

• The Canadian Abortion Providers Support has a Checklist and Guide for Pharmacists 
Dispensing Mifegymiso for registered users

2. Provide patient information and monitoring support

Pharmacists should have knowledge of common side effects and potential complications of 
Mifegymiso therapy in order to counsel patients and answer their questions.  A pharmacist must fulfill 
the counselling requirement, as with all prescriptions, and not make the assumption that the patient 
has been provided all the necessary information. The prescribing health professional should provide 
the patient with their contact information in case the patient needs assistance, as well as the 
manufacturer’s 24 hour support line should the patient be unable to reach the prescriber.

3. Professional obligations when a pharmacist exercises their conscientious objection

The CPhM Code of Ethics states that pharmacists shall hold the health and safety of each patient to be 
of primary consideration and also respect the rights of patients to receive healthcare (5). The 
Conscientious Objection practice direction states that a pharmacist is permitted to object to the 
provision of a pharmacy product or service in the event that they object due to moral or religious 
beliefs. However, the pharmacist is still obligated to have a practice/procedure in place to ensure that 
patients are able to obtain services from another pharmacist or pharmacy in a reasonable timeframe.

(6).

https://www.sogc.org/online-courses
https://www.pharmacists.ca/
https://www.caps-cpca.ubc.ca/AnnokiUploadAuth.php/a/a0/Canadian_Resource_2_-_Medical_Abortion_Pharmacy_Reference_Guide_V9_2019-10-15.pdf
https://can01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcaps-cpca.ubc.ca%2FAnnokiUploadAuth.php%2Fc%2Fc4%2FCanadian_EN_Resource_2_-_Pharmacist_Resource_Guide_for_Medical_Abortion_2020.pdf&data=05%7C01%7CASadovski%40cphm.ca%7C968c021e6ee044fd4ca308daf27a9dff%7C46fc444e2eb04b7da56b307df401ae53%7C0%7C0%7C638088905694991731%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=VN621dpF2tV%2BQr3yC77rlO2hQPn1MRAiWxErsGBVNFY%3D&reserved=0
https://can01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.linepharma.ca%2Fthe-use-of-mifegymiso-in-canada%2F&data=05%7C01%7CASadovski%40cphm.ca%7C968c021e6ee044fd4ca308daf27a9dff%7C46fc444e2eb04b7da56b307df401ae53%7C0%7C0%7C638088905694991731%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=ToFWMpIMTEeb7n1m0tU3gA%2BFPGoDpT4li07jbzyxv8c%3D&reserved=0
https://can01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcaps-cpca.ubc.ca%2FAnnokiUploadAuth.php%2F1%2F1f%2FCanadian_EN_Resource_1_-_Pharmacist_Checklist_for_Medical_Abortion_2020.pdf&data=05%7C01%7CASadovski%40cphm.ca%7C968c021e6ee044fd4ca308daf27a9dff%7C46fc444e2eb04b7da56b307df401ae53%7C0%7C0%7C638088905694991731%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=eLBXnsxEJjQ%2FT8uV7NdqsCPSml9XBeL4ewr%2Bvpuk96M%3D&reserved=0
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Additional Resources  
Health Canada Mifegymiso Update: April 16, 2019 

Health Canada Mifegymiso Update: November 7, 2017 

Health Canada Regulatory Decision Summary: November 6, 2017 

Health Canada Summary Basis of Decision for Mifegymiso: January 7, 2016   

Mifegymiso Canadian Product Monograph:  Accessed July 16, 2019 

Society of Obstetricians and Gynecologists of Canada (SOGC) Medical Abortion Training Program 

Celopharma Inc.  

The Canadian Pharmaceutical Association 
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Guidelines for dispensing Mifegymiso®

Background
Mifegymiso®, (mifepristone tablet/misoprostol tablets) is a composite pack containing one mifepristone 200 mg tablet for 
oral use and four misoprostol 200 mcg tablets for buccal use. Mifegymiso® is indicated for medical termination of a 
developing intra-uterine pregnancy.

As part of the approval process, Health Canada initially recommended strict conditions of use for this drug, including the 
requirement that physicians provide the first dose of Mifegymiso® directly to the patient – these conditions were reflected 
in the product monograph. On May 18, 2017 Celopharma, in collaboration with Health Canada, issued a communication to 
healthcare professionals to clarify the different requirements and steps to follow in order to prescribe, order, stock, and/or 
dispense Mifegymiso®.1 This communication indicates that Module 5 of the Medical Abortion Training Program, available 
on the Society of Obstetricians and Gynaecologists of Canada (SOGC) online courses website, is available for pharmacists 
and, while it is not mandatory, pharmacists are encouraged to follow the training program prior to setting up an account 
with Celopharma and ordering and stocking Mifegymiso®.

On November 7, 2017, upon review of scientific evidence provided by Celopharma, Health Canada authorized several 
changes regarding the prescribing and dispensing of Mifegymiso®. The changes included allowing the drug to be 
prescribed for termination of an intra-uterine pregnancy up to 63 days (nine weeks), rather than 49 days (seven weeks) as 
measured from the first day of the Last Menstrual Period (LMP) in a presumed 28-day cycle, and indicating that 
Mifegymiso® can be dispensed directly to patients by pharmacists.

On April 16, 2019, Health Canada approved an update to the Mifegymiso® prescribing information. Authorized prescribers 
may now use their medical judgement to determine if an ultrasound is required before prescribing. Additionally, the 
product monograph now includes a patient information card, which outlines important information for the patient such as 
where to go for emergency assistance. All other Mifegymiso® prescribing information remains the same.

There are three ways Mifegymiso® can be provided to patients who are prescribed the drug.

Options include

 • patients can take their prescription to a pharmacist of their choice and have the drug delivered by the pharmacy to 
be administered in the physician’s office; or

 • patients can take the prescription to a pharmacist of their choice and take the drug at home as directed by the 
physician, with no requirement to have the ingestion witnessed; or

 • if the prescribing physician is authorized to dispense in accordance with the College of Physicians and Surgeons 
of Alberta (CPSA), the drug can be sold, dispensed and taken by the patient in the physician’s office.

Updated April 2019
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Guidance for pharmacists and pharmacy technicians 
1. Pharmacists must not prescribe Mifegymiso®.

2. Pharmacists and pharmacy technicians who dispense Mifegymiso® must ensure they have adequate knowledge 
about the drugs and the legislation and policies for its distribution and administration.

a. ACP does not require pharmacy professionals to undertake additional training to dispense Mifegymiso® , 
however, those who do dispense are strongly encouraged to complete the on line training program 
provided through the Society of Obstetricians and Gynaecologists of Canada (SOGC Online courses).

3. Prior to dispensing Mifegymiso® a pharmacist must

a. ensure the prescriber has clearly indicated the selected option for delivery and administration on the 
prescription; and

b. be satisfied that the patient has had a discussion with the prescriber about how and where they will take 
Mifegymiso®, and that no confusion exists.

4. Unless the prescription for Mifegymiso® is delivered directly from the pharmacy to the prescriber, a pharmacist 
must dispense the drug only to the patient and must enter into a dialogue with the patient to

a. ensure the patient understands the procedures for the proper use of the drugs,

b. provide information about what to expect after taking the drugs and answer any questions the patient 
may have, and

c. meet the additional requirements of the Standards of Practice for Pharmacists and Pharmacy 
Technicians (SPPPT).

Conscientious objection
Pharmacists and pharmacy technicians are not required to dispense Mifegymiso®. If participating in dispensing a 
prescription for Mifegymiso® contravenes your moral beliefs, you may exercise conscientious objection, as provided for in 
ACP’s Code of Ethics.

According to Principle 5 of the Code of Ethics, you must assist each patient to obtain appropriate pharmacy services from 
another pharmacist or health professional within a timeframe fitting the patient’s needs if you are unable to provide the 
pharmacy service, or will not provide the service due to a conscientious objection.

If you intend to exercise your right to conscientious objection you should provide a statement in writing to your supervisor 
in advance of the possibility of receiving a prescription. You must also familiarize yourself with another pharmacist or 
pharmacy technician to whom you may guide a patient or physician with a prescription for Mifegymiso®.
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DISPENSING MIFEGYMISO®  
Guidance for Pharmacy Professionals 

This document replaces “DISPENSING MIFEGYMISO® Guidance for Pharmacy Professionals” 
created November 16, 2017. 
 
Health Canada originally approved the drug Mifegymiso®, a two-drug combination product that 
provides a non-surgical option for early abortion, in July 2015. Mifegymiso® became available to 
the Canadian public in January 2017. On November 7, 2017 Health Canada released updates 
regarding the Mifegymiso® product monograph and the Risk Management Plan as well as 
updates to prescribing and dispensing information for Mifegymiso®. Subsequently on April 16, 
2019 Health Canada approved updates to Mifegymiso prescribing information: Ultrasound no 
longer mandatory. All updates are attached as appendices to this document for your 
information.  
 
 
 
Recommendations 
SCPP strongly recommends the following for pharmacists and pharmacy technicians involved in 
dispensing Mifegymiso®: 
 

1. Training: Undertake the training as referenced in the documents (appendices) so that 
you are aware of the issues prescribers must consider in prescribing this product and of 
your support role in assisting prescribers and patients with optimizing the use of this 
product including after-care. The course is available to prescribers and pharmacists 
through the e-learning portal of the Society of Obstetricians and Gynecologists of 
Canada (SOGC). SOGC Online Courses; 
 

2. Collaboration: Before dispensing, collaborate with the prescriber and the patient to fully 
understand the treatment decisions that have been made between them for the 
product’s distribution and administration. 

 
For further information contact SCPP at info@saskpharm.ca or at 306-584-2292. 
 

 

 

 
 
 
 
 
 
 
Questions? Created: Aug 29, 2017 
info@saskpharma.ca  Revised: April 18, 2019  

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/65030a-eng.php
http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/65034a-eng.php
http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/69620a-eng.php
http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/69620a-eng.php
https://www.sogc.org/en/events-and-education/education/online-courses/en/content/events/online-courses.aspx?hkey=e61b6cd5-e487-4f8d-9a5c-e5263860c277
mailto:info@saskpharm.ca
mailto:info@saskpharma.ca
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Appendix A: MIFEGYMISO (mifepristone and misoprostol tablets) - Updates to 
Product Monograph and Risk Management Plan  
(http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/65030a-eng.php) 
 

 

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/65030a-eng.php
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Appendix B: Health Canada updates prescribing and dispensing information for 

Mifegymiso (http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/65034a-eng.php) 

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/65034a-eng.php
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Appendix C: Health Canada approves updates to Mifegymiso prescribing 

information: Ultrasound no longer mandatory (http://healthycanadians.gc.ca/recall-alert-rappel-
avis/hc-sc/2019/69620a-eng.php) 

 

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/69620a-eng.php
http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/69620a-eng.php
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1. NewFoundland and Labrador.  

The Pharmacists’ Role in the provision of Mifegymiso 

https://nlpb.ca/news-advisories/nlpb-news/the-postscript-archives-2019/ 

2. British Columbia 

https://www.bcpharmacists.org/mifegymiso 

 

https://nlpb.ca/news-advisories/nlpb-news/the-postscript-archives-2019/
https://www.bcpharmacists.org/mifegymiso
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