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nNTr _AqcnzîJcnnNokcaLNaqoîcaîqUNîT_cI A_înNTr _AqcnzîVaJNaqVwNoîkr qîVa
k_AJNïScnîLnr TîAkk_VJAqVcaoÒî/ UVoîqNJUaVJA_înNkcnqîoUcr _LîI NînNALîVa

Jca\r aJqVcaîx VqUîqUNînN_NwAaqî_Ax oÍînNTr _AqVcaoÍîAaLîTr VLAaJNÖoîqUAqîAkk_z
qcîzcr nîoVqr AqVcaÒ

�c`kAazî5VoVca


VoJ_AV`Nn

� 
 � îVaokNJqNLÍî� � îAkkncwNLÍî&î� - � îxVqUï� � �



6 UAqîVoîAaî� ykNLVqNLî- NwVNx î* ncTnÀ Ó

Expedited Review Program
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The New Drug Submission (NDS)
or Supplemental New Drug
Submission (S/NDS) must be for a
serious, life-threatening, or severely
disabling illness or condition for
which the drug shows sufficient
evidence of clinical effectiveness:
effective treatment, prevention or
diagnosis of a disease or condition
for which no drug is presently
marketed in Canada

The NDS and SNDSs must be for a
serious, life-threatening, or severely
disabling disease or condition for
which there is promising evidence of
clinical benefit based on available data,
such as:

effective treatment, prevention, or
diagnosis of an illness or condition
for which there is currently no
medicine on the market in Canada;
or
a significant gain in efficacy and/or
a significant decrease in risk over
existing therapies, preventatives, or
diagnostic agents for an illness or
condition that is not adequately
managed by a drug marketed in
Canada, resulting in a better overall
benefit/risk profile.

Or, an ANDS and SANDS where the
Canadian Reference Product still holds
an NOC/c status.

Shortened review target of 180
calendar days.

Sponsors seeking Priority Review
status are encouraged to deliver a
brief pre-NDS or pre-S/NDS
presentation to the directorate
review staff, prior to submitting a
written request for Priority Review
status.

Provides patients suffering from
serious, life-threatening, or severely
debilitating diseases or conditions with
earlier access to promising new drugs.
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The sponsor is required to deliver a
pre-NDS or pre-SNDS presentation
to the appropriate directorate
outlining the evidence of
effectiveness to be provided in the
submission. Sponsors should also
submit a pre-submission meeting
information package to the
appropriate directorate in advance of
the meeting.

HC's Expedited Review Program
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Health Canada (HC) has developed two expedited review programs to expedite the development
and review of drugs:



https://www.fda.gov/drugs/nda-and-bla-approvals/fast-track-approvals
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EMA's Expedited Review Program
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The medicine has to show its potential to benefit
patients with unmet medical needs based on K>l\x
G\S_SG>\ÐI>o>ÐÀS³K³®ÐiR>mKÐ�Á³ A drug that meets
an unmet medical need provides a significant
therapeutic advantage over existing medicines or
benefits patients who have no other treatment
alternatives.
Click here for a list of prodcuts granted eligibility
to PRIME.

The sponsor must submit a request for PRIME.

Early and proactive assistance to drug developers
to optimise development plans and accelerate
evaluation so that these treatments can reach
patients sooner.

The medicine addresses an unmet medical need
The medicine is aimed at treating, preventing or
diagnosing seriously debilitating or life-
threatening diseases (includes orphan
medicines)
The benefit of immediate availability of the
medicine outweighs the risk of less
comprehensive data than normally required
(i.e., For products intended for use in public
health emergencies such as Covid-19)
 It is likely that the applicant will eventually be
able to provide comprehensive data

These approvals are valid for a renewable a_KÄxK>l
period. Once the pending studies are provided, it
can become a “normal” marketing authorization

In a public health emergency, it can be
combined with a rolling review of data during
the development of a promising medicine, to
further expedite the evaluation.
Click here for a list of conditional approvals. 

The sponsor should indicate a request for
conditional approval in their notification of
intention to submit a marketing authorisation
application. This should be submitted 6 to 7
months before submitting the application.
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The medicinal product is expected to be of major
public health interest, particularly from the point
of view of therapeutic innovation.

Reduced review timeframe (150 days instead of
210 days).

Any request for accelerated assessment should be
made at least two to 2 to 3 before submitting the
marketing-authorisation application.
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The European Medicines Agency (EMA) has developed five expedited review programs to
expedite the development and review of drugs:



https://www.tga.gov.au/acronyms-glossary#id_8772
https://www.tga.gov.au/acronyms-glossary#id_8771
https://www.tga.gov.au/publication/priority-determination


https://www.dalton.com/custom-synthesis-fine-chemical
https://www.dalton.com/cgmp-api-manufacturing
https://www.dalton.com/formulation-development


https://www.google.com/maps/place/349+Wildcat+Rd,+North+York,+ON+M3J+2S3/@43.7772534,-79.4928776,17z/data=!3m1!4b1!4m5!3m4!1s0x882b2e167a9f01b7:0xdbd394caaf29f1f8!8m2!3d43.7772495!4d-79.4906889
https://www.dalton.com/extractables-and-leachables
https://www.dalton.com/
https://www.linkedin.com/company/dalton-pharma-services/
https://www.ema.europa.eu/en/human-regulatory/research-development/prime-priority-medicines
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/pre-authorisation-guidance
https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/applications-submissions/guidance-documents/priority-review/drug-submissions.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/applications-submissions/guidance-documents/notice-compliance-conditions.html
https://www.tga.gov.au/provisional-approval-pathway-prescription-medicines
https://www.tga.gov.au/priority-review-pathway-prescription-medicines

