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- Response to NON (r-NON)

Possible Review Decisions (Outcomes): 

- Notice of Deficiency (NOD)

- Notice of Non-Compliance (NON)

- Notice of Compliance (NOC) 

OR, for r-NOD/r-NON: 
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- NON-Withdrawal (Final negative decision)
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Main RPM Roles and Responsibilities

• Screening:  Screening of drug submissions to ensure 

compliance with regulatory, legal, fee and policy requirements.

• Project Management:  Managing the full life cycle of a drug 

submission:  coordination, monitoring, tracking of progress. 

• Communication:  Provision of regulatory advice and guidance to 

the pharmaceutical industry, senior management and 

colleagues on the preparation and the evaluation of drug 

submissions.    

• File auditing / data integrity:  Conducting audits of drug 

submission files to ensure proper documentation and 

completeness.
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• Participating in internal RPMD working groups (Best Practices, POWM, SAP). 

• Participating in other working groups:  HPFB, TPD.

• Some working groups are long-standing, others are formed prior to and during 

the implementation of new initiatives.

• Examples, ongoing:  TPD’s Good Review Practices Working Group (GRP WG), 

TPD’s Morale and Recognition Committee (TPD MR).

• GRP WG:  Meets every 2 months for two hours – a few hours of prep work 

before and after and sometimes in between meetings as needed. 

• TPD MR:  Meets once a month - a few hours of prep work before and after.

• Examples, new initiatives:  Plain Language Labeling working group, Risk 

Management Plan working group.  

• RPMs/SRPMs are heavily involved in the operational side of most new 

initiatives. 

• General inquiries – not specific to a division or product – received through the 

RPMD generic email account (rotation). 
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Other RPM Roles and Responsibilities



Meetings!!! (Repeating)

• Weekly debriefs within each RPMD subgroup / team (ex:  RPMD-

BMORS). Hint:  usually every Thursday afternoon. 

 Purpose:  Debrief on what was discussed at RPMD-MC;  new 

initiatives, process changes, TPD updates / issues.  

• Monday ‘Breakout’ meetings within each RPMD subgroup.

 Purpose:  Discuss review decisions and screening due that week and 

any urgent issues. 

• Monthly or biweekly meetings with the Bureau Director:  

Discussion of status of all submissions, issues, Bureau work 

assignment, upcoming submissions, screening, meetings. 

• Biweekly bilats with BPS (clinical Bureaus only):  Discussion of status 

/ issues for all submissions with a BPS review stream. 

• Monthly bilat with MHPD:  Status for submissions with a MHPD 

review stream and discussion of ongoing signal assessments. 

• Division meetings (ex:  MMDD, OD):  Workload / issues.

• Clinical Division Manager – RPM bilats:  Workload / issues. 
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• Pre-submission meetings (one to two per month).

• Submission kick-off and progress meetings.  

• Teleconferences during review with submission 

sponsors.

• Pre-Response to NON and NOD meetings (get fit in 

as needed). 

• Special Advisory Committee meetings.

• Reconsideration preparatory meetings. 
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Meetings!!! (Submission-specific)



Percent time spent on: 

 Screening:  1/4

 Managing submissions:  1/4

 Communicating with sponsors:  1/4

 File audit:  1/ 4
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Typical Day



Submissions are screened for the following:

• Compliance with regulatory and policy requirements and 

cost recovery fee structures 

• To identify deficiencies early in the process so the 

submission is “ready for review” and ensure consistent 

application of submission requirements

• To confirm appropriate submission type filed 

• “Scoping out” the submission for planning purposes

• To summarize submission contents to RPMD, Division 

Manager and reviewers.  

A Screening Report is generated summarizing the 

submission contents, identifying required review 

streams as well as flagging potential issues for the 

review areas.  
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Screening 
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• The screening report contains the following:

• General information (name, active ingredient, strength, etc.)

• Reason for filing

• International status

• Relevant / related submissions currently in review

• Identifies the RPM, Clinical Manager and other review team 

members

• Sponsor contact information

• Pre-submission meeting information and location of associated 

documents

• Brief summary of pivotal studies / other submitted studies 

• Brief summary of non-pivotal clinical trials and non-clinical contents

• Highlights key bioequivalence studies 

• Identifies the required review streams

• Identifies whether a Prescription Drug List recommendation is 

required and highlights any other regulatory implications / issues 

• Highlights potential submission issues and notes, by review 

stream, and documents internal consultation during screening

• Includes screening communication with sponsor and SDN 

comments



• Can take from 30 

minutes (‘simple’ NC) 

to 15 hours or more

(complicated NDS-

NAS) to complete.  

• From 2 to 30 pages in 

length. 

• Screening reports and 

all related 

correspondence with 

sponsors (screening 

clarifaxes) and internal 

correspondence 

(emails) are uploaded 

to docuBridge. 
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Screening 
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Where we spend most of our days … 

Managing Submissions

• Tracking of submission progress for all review streams. 

• Scheduling of submission kick-off and progress meetings. 

• Providing submission-related regulatory advice to colleagues during review.  

• Making sure necessary regulatory steps happen during review (PDL request, 

pediatric extension review template, toxicological consults, etc.). 

• Keeping databases updated (DSTS, SAP).  

• Keep sponsors informed of review progress (SSUF). 

• Maintain division tracking sheets. 



• By phone or email.

• Providing pre-submission and filing advice.

• Often have to coordinate with various review groups 

for the provision of this advice (NDQD, DBE, Clinical 

Manager and reviewers) =  can require time.  

• Ensure consistency in advice provided within RPMD 

(consult with other RPMs, SRPMs, RPMD 

Management Committee and Manager) =  can 

require time. 

• Providing Submission Status Update Forms (SSUFs).

• Holding regular and scheduled submission update 

phone meetings with sponsors.
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Communicating with sponsors



File auditing of drug submission review documentation to ensure proper 

documentation and completeness.
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File audits
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NDS/SNDS Finalization Process
The Decision Stage:

 File audit



17

File audits
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Where we spend most of our days … 



• Varied, high-paced work (days go quickly!). 

• Always learning.

• New / unexpected situations – exciting! 

• Problem solving.

• Interesting cutting edge products.

• Positively impacting Canadians.

• Hard-working, positive team environment.

• Friendly work environment. 

• See immediate impacts of the work you do;  filling an 

unmet medical need, getting new and improved 

products to Canadians.    
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Positive aspects of the job



• Constant change;  Implementation of new initiatives and huge 

impact on work, ie.  PLL.

• Heavy workload. 

• Answering challenging regulatory questions and giving correct 

and consistent guidance to sponsors.  

• Technological challenges – databases and document-

management system (docuBridge) going down. 

• Last minute time crunch at finalization / decision stage.  

• Fitting in urgent and unexpected work within normal workload. 

• Providing timely response to sponsors;  our performance 

standard is to respond within 24 – 48 hours (initial response) –

difficult during periods of peak workload.  

• High volume of meetings / limited desk time.  
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Challenges 



• Booking discussions for submission updates for larger files 

(NDS, SNDS) in advance. 

• Sending questions prior to submission update / issue 

discussions over the phone.  

• Giving advanced notice if multiple people are to be on a call.

• Requesting feedback / regulatory guidance early with the 

understanding that responses take time especially since RPMs 

often have to consult with many different groups before 

responding.

• Any additional questions posed at pre-submission meetings 

should be posed before the meeting to allow for internal 

discussion;  if not possible, sponsors should understand that a 

final response might not be provided at the meeting – follow up 

often required – less efficient. 
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Challenges – How sponsors can help!  



• Filing foreign reviews and communication with other regulators 

(EU questions and responses) proactively and at any time 

whenever they become available.  (Do inform RPM first).

• Filing foreign review attestation along with foreign review 

documents.  

• Screening aides:  clearly link DS batches to DP batches used in 

the pivotal clinical study. 

• Proactively completing the Post-NOC Changes Quality Chart. 

• Booking submission update phone meetings in advance;  gives 

RPM time to gather information.  

• Proactively checking in on submission status during review. 
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Challenges – How sponsors can help!  … Cont.  



• Process, Operations and Workload Management:  Removal of pristine 

PM process.  

• Best Practices:  

 Screening guide (129 page document). 

 Screening templates.

 Common phrasing document (CFX and SDN comments). 

 File audit checklists.

 Pre-submission meeting checklist (NEW).

 DINA screening guide (NEW). 

 SOP:  Joint reviews with MDB (COMING). 

 Screening decision checklist (COMING). 

• Above guides, templates, checklists and SOPs need constant maintenance. 
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RPMD Working Group Achievements 
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Screening Guide



• Plain Language Labelling (PLL)!

• New database for GMP compliance ratings:  from the Inspection 

Reporting System (IRS) to the Electronic Compliance and 

Enforcement System (eCES)

• Vanessa’s Law and new advisement letter processes. 

• Additional screening for potential sites with GMP concerns and / 

or data integrity issues. 

• Use of EDQM certificate of suitability – goal:  cut down on 

review time – additional validation steps at screening. 

• Submission Status Update Forms (SSUFs).   
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New Initiatives 
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SSUF 
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Thank you!

Questions?  

Email me:

honorata.zurakowski@hc-sc.gc.ca


