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ACRONYMS 
Submission Types 

 
ANDS - Abbreviated New Drug Submission 
 
CTA - Clinical Trial Application 
 
CTA-A - Clinical Trial Application-Amendment 
 
DINA - Application for a Drug Identification Number 
 
DIND - Application for a Drug Identification Number – Disinfectant Product 
 
DINF - Application for a Drug Identification Number - Category IV Product – 

(Labelling Standard) 
 
NDS - New Drug Submission 
 
NC - Notifiable Change – New Drug 
 
PDC -  Post-DIN Changes 
 
PRNDS - Request for Priority Review Status: New Drug Submission 
 
PRSNDS - Request for Priority Review Status: Supplemental New Drug Submission 
 
SANDS - Supplemental Abbreviated New Drug Submission 
 
SNDS - Supplemental New Drug Submission 
 
SNDS-C - Supplemental New Drug Submission – CONFIRMATORY 
 

Documents 

NOC  - Notice of Compliance 
 
NOC-c  - Notice of Compliance with Conditions 
 
Issuable NOC (Patent) - NOC on Hold due to Patent Regulations 
 
Issuable NOC (Rx to OTC) - NOC on Hold due to De-Scheduling 
 
NON  - Notice of Non-Compliance 
 
NOD  - Notice of Deficiency 
 
NON Withdrawal  - Notice of Non-Compliance Withdrawal Letter 
 
NOD Withdrawal  - Notice of Deficiency Withdrawal Letter 
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Fee Categories 

Fee Category Fee Category Description 

New Active Substance (NAS)* 
This new NAS definition came into effect 
on  April 1 2011 

Submissions in support of a drug, excluding a disinfectant, that 
contains a medicinal ingredient not previously approved in a 
drug for sale in Canada, and that is not a variation of a 
previously approved ingredient such as a salt, ester, 
enantiomer, solvate or polymorph. 

Clinical or non-clinical data and 
chemistry and manufacturing data 

Submissions based on clinical or non-clinical data and 
chemistry and manufacturing data for a drug that does not 
include a new active substance. 

Clinical or non-clinical data only Submissions based only on clinical or non-clinical data for a 
drug that does not include a new active substance. 

Comparative studies Submissions based on comparative studies (e.g. clinical or 
non-clinical data, bioavailability, pharmacokinetic and 
pharmacodynamic data) with or without chemistry and 
manufacturing data for a drug that does not include a new 
active substance. 

Chemistry and manufacturing data 
only 

Submissions based only on chemistry and manufacturing data 
for a drug that does not include a new active substance. 

Published data only 
 

Submissions based only on published clinical or non-clinical 
data for a drug that does not include a new active substance. 

Switch from prescription to 
nonprescription status 

Submissions based only on data that support the modification 
or removal of a medicinal ingredient listed in Schedule F to 
the Food and Drug Regulations (i.e. identical claim for existing 
drug). 

Labelling only Submissions of labelling material (i.e. does not include 
supporting clinical or non-clinical data or chemistry and 
manufacturing data). 

Administrative submission Submissions in support of a manufacturer or product name 
change. 

Disinfectants Submissions and applications that include data in support of a 
disinfectant. 

Drug identification number 
application - labelling standards 

Applications attesting to compliance with a labelling standard 
or Category IV Monograph for a drug that does not include 
clinical or non-clinical data or chemistry and manufacturing 
data. 

 
 
For further information refer to the Guidance Document - Fees for the Review of Drug Submissions 
and Applications http://www.hc-sc.gc.ca/dhp-mps/prodpharma/fees-frais/fee_frais_guide-
eng.php#app1  
 
 

http://www.hc-sc.gc.ca/dhp-mps/prodpharma/fees-frais/fee_frais_guide-eng.php#app1�
http://www.hc-sc.gc.ca/dhp-mps/prodpharma/fees-frais/fee_frais_guide-eng.php#app1�
http://www.hc-sc.gc.ca/dhp-mps/prodpharma/fees-frais/fee_frais_guide-eng.php#app1�


Therapeutic Drugs Directorate - 14 November 2011 

TPD Quarterly Drug Submission Performance Report: July - September 2011 

NDS & SNDS Page 12 

 

 

 

 

 

 

 

 

 

 

NDS & SNDS 
 

New Drug Submission 
(NDS) 

 
& 
 

Supplemental New Drug Submission 
(SNDS)  



Therapeutic Drugs Directorate - 14 November 2011 

TPD Quarterly Drug Submission Performance Report: July - September 2011 

NDS & SNDS Page 13 

SUBMISSIONS RECEIVED 

New Drug Submissions (NDS) Received by Fee Category 

Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

Labelling Only 0 2 1 1 0

Disinfectants 0 0 1 1 0

Comparative w or w/o C&M 0 0 0 0 2

Chemistry & Manufacturing 1 0 0 0 0

Clinical or Non-Clin Only 0 0 1 0 0

Clinical or Non-Clin and C&M 10 9 6 6 1

New Active Substance* 5 10 9 4 4

Total 16 21 18 12 7

Priority (subset) 0 2 2 1 1
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Supplemental New Drug Submissions (SNDS) Received by Fee Category 

Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

Labelling Only 2 0 4 3 1

Comparative w or w/o C&M 2 5 3 2 1

Chemistry & Manufacturing 1 2 2 3 2

Clinical or Non-Clin Only* 21 18 16 11 15

Clinical or Non-Clin and C&M 1 4 4 5 3

Published Data Only 0 0 0 4 1

Switch from Rx to OTC 0 0 0 0 0

Total 27 29 29 28 23

Priority (subset) 0 0 0 0 0

*SNDS Confirmatory 1 3 0 0 1
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WORKLOAD 

New Drug Submission (NDS) Review Workload / Backlog 
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Supplemental New Drug Submission (SNDS) Review Workload / Backlog 
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WORKLOAD 

New Drug Submission (NDS) Review Workload by Fee Category 
 

2010-09-30 2010-12-31 2011-03-31 2011-06-30 2011-09-30

Labelling Only 0 0 0 1 0

Backlog 0 0 0 0 0

Comparative w or w/o C&M 3 3 0 0 1

Backlog 2 2 0 0 0

Chemistry & Manufacturing 0 0 1 0 0

Backlog 0 0 0 0 0

Clinical or Non-Clin Only 4 4 2 1 2

Backlog 0 0 0 0 0

Clinical or Non-Clin and C&M 31 29 28 29 25

Backlog 4 3 3 1 1

New Active Substance 19 18 24 28 27

Backlog 3 3 3 1 2

Total 57 54 55 59 56

Non Backlog 48 46 49 57 53

Backlog 9 8 6 2 3

% in Backlog 16% 15% 11% 3% 5%

Priority (subset) 0 1 5 5 2

Backlog 0 0 0 0 0

TPD NDS All REVIEW WORKLOAD BY USER FEE CATEGORY AND END OF QUARTER

 

Supplemental New Drug Submission (SNDS) Review Workload by Fee Category 
 

2010-09-30 2010-12-31 2011-03-31 2011-06-30 2011-09-30

Labelling Only 0 0 1 2 1

Backlog 0 0 0 0 1

Comparative w or w/o C&M 10 9 7 10 9

Backlog 3 1 0 1 2

Chemistry & Manufacturing 6 5 2 4 5

Backlog 2 1 0 0 0

Clinical or Non-Clin Only* 57 57 51 49 44

Backlog 0 0 0 1 0

Clinical or Non-Clin and C&M 11 11 12 11 13

Backlog 1 1 0 0 0

Switch from Rx to OTC 0 0 0 0 0

Backlog 0 0 0 0 0

Published Data Only 0 0 0 3 4

Backlog 0 0 0 0 0

Total 84 82 73 79 76

Non Backlog 78 79 73 77 73

Backlog 6 3 0 2 3

% in Backlog 7% 4% 0% 3% 4%

Priority (subset) 0 0 0 0 0

Backlog 0 0 0 0 0

*SNDS-C  (Confirmatory) 2 6 5 3 3

Backlog 0 0 0 0 0

TPD SNDS All REVIEW WORKLOAD BY USER FEE CATEGORY AND END OF QUARTER
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APPROVALS 

New Drug Submission (NDS) Approvals by Fee Category and by NOC Type 

Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011 

Labelling Only 1 1

Clinical or Non-Clin and C&M 5 4 8 5 9

Clinical or Non-Clin Only 0 0 2 0 0

Comparative w or w/o C&M 0 1 3 0 0

New Active Substance* 5 2 4 6 8

Total 10 7 18 12 18

Notice of Compliance 10 7 16 11 18

NOC on Hold (Switch) 1

NOC with Conditions 1

NOC on Hold (Patent) 1

Priority (subset) 0 0 0 1 4
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Supplemental New Drug Submission (SNDS) Approvals by Fee Category and by NOC 
Type 

Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011 

Labelling Only 3 1 1 3 2

Published Data Only 0 0 0 0 0

Clinical or Non-Clin and C&M 3 1 3 4 2

Chemistry & Manufacturing 3 1 3 0 2

Comparative w or w/o C&M 7 6 3 2 2

Clinical or Non-Clin Only 19 18 11 17 10

Switch from Rx to OTC 0 0 0 0 0

Total 35 27 21 26 18

Notice of Compliance 33 27 21 24 17

NOC with Conditions 2 2 1

NOC on Hold (Patent)

NOC on Hold (Switch)

Priority (subset) 0 0 0 0 0
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REVIEW CYCLE DECISIONS 

New Drug Submission (NDS) Review Decisions 
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REVIEW CYCLE DECISIONS 

Supplemental New Drug Submission (SNDS) Review Decisions 
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SNDS - Review Cycle Completions Showing Percentage Within Target 

12
6 4

1 1

19

17

12
21

12

17

14

15

16

13

Total
48

Total
37

Total
31

Total
38

Total
26

75%

84%
87%

97% 96%

0%

25%

50%

75%

100%

0

10

20

30

40

50

60

Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011 

P
e

rc
e

n
ta

ge

N
o

. o
f 

 R
e

vi
e

w
 C

o
m

p
le

ti
o

n
s

Quarter

OVER TARGET UNDER: 0-7 DAYS UNDER: by more than a WEEK Percent within target

Cycle completions for all SNDS and SNDS-C Fee Categories excluding Administrative,  and for all types of Review 

  



Therapeutic Drugs Directorate - 14 November 2011 

TPD Quarterly Drug Submission Performance Report: July - September 2011 

NDS & SNDS Page 20 

SCREENING CYCLE DECISIONS 

New Drug Submission (NDS) Screening Decisions 
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SCREENING CYCLE DECISIONS 

Supplemental New Drug Submission (SNDS) Screening Decisions 
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SNDS - Screening Cycle Completions Showing Percentage Within Target 
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ANDS & SANDS 
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SUBMISSIONS RECEIVED 

Abbreviated New Drug Submissions (ANDS) Received by Fee Category 

Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

Comparative w or w/o C&M 42 43 24 33 35

Chemistry & Manufacturing 15 10 4 23 16

Total 57 53 28 56 51
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Supplemental Abbreviated New Drug Submission (SANDS) Received by Fee Category 

Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

Labelling Only 3 3 9 11 6

Comparative w or w/o C&M 2 3 2 4 1

Chemistry & Manufacturing 2 6 2 4 5

Total 7 12 13 19 12
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WORKLOAD 

Abbreviated New Drug Submission (ANDS) Review Workload / Backlog 
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Supplemental Abbreviated New Drug Submission (SANDS) Review Workload / 
Backlog 
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WORKLOAD 
 

 

Abbreviated New Drug Submission (ANDS) Review Workload by Fee Category 

 

2010-09-30 2010-12-31 2011-03-31 2011-06-30 2011-09-30

Chemistry & Manufacturing 54 58 66 62 69

Backlog 19 26 38 41 50

Comparative w or w/o C&M 150 154 158 175 199

Backlog 78 67 85 97 113

Total 204 212 224 237 268

Non Backlog 107 119 101 99 105

BACKLOG 97 93 123 138 163

% in Backlog 48% 44% 55% 58% 61%

TPD ANDS All REVIEW WORKLOAD BY USER FEE CATEGORY AND END OF QUARTER

 
 

 

Supplemental Abbreviated New Drug Submission (SANDS) Review Workload by Fee 
Category 

 

2010-09-30 2010-12-31 2011-03-31 2011-06-30 2011-09-30

Chemistry & Manufacturing 17 21 21 22 21

Backlog 9 13 13 16 11

Clinical or Non-Clin Only 1 0 0 0 0

Backlog 0 0 0 0 0

Comparative w or w/o C&M 17 15 17 12 13

Backlog 8 10 10 5 7

Labelling Only 0 3 5 2 1

Backlog 0 0 1 0 0

Total 35 39 43 36 35

Non Backlog 18 16 19 15 17

BACKLOG 17 23 24 21 18

% in Backlog 49% 59% 56% 58% 51%

TPD SANDS All REVIEW WORKLOAD BY USER FEE CATEGORY AND END OF QUARTER
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APPROVALS 

Abbreviated New Drug Submission (ANDS) Approvals by Fee Category and by NOC 
Type 

Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011 

Comparative w or w/o C&M 18 22 21 12 16

Chemistry & Manufacturing 4 7 6 6 4

Total 22 29 27 18 20

NOC on Hold (Patent) 10 16 10 10 11

Notice of Compliance 12 12 17 8 9

NOC with Conditions 0 1
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Supplemental Abbreviated New Drug Submission (SANDS) Approvals by Fee 
Category and by NOC Type 

Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011 

Labelling Only 6 2 3 15 8

Comparative w or w/o C&M 2 2 2 7 1

Chemistry & Manufacturing 1 1 1 2 5

Clinical or Non-Clin Only 1 1

Total 10 6 6 24 14

Notice of Compliance 6 4 4 20 11

NOC with Conditions 1 1

NOC on Hold (Patent) 3 1 2 4 3
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REVIEW CYCLE DECISIONS 

Abbreviated New Drug Submission (ANDS) Review Decisions 
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ANDS - Review Cycle Completions Showing Percentage Within Target 
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REVIEW CYCLE DECISIONS 

Supplemental Abbreviated New Drug Submission (SANDS) Review Decisions 
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SANDS - Review Cycle Completions Showing Percentage Within Target 
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SCREENING CYCLE DECISIONS 

Abbreviated New Drug Submission (ANDS) Screening Decisions 
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ANDS - Screening Cycle Completions Showing Percentage Within Target 
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SCREENING CYCLE DECISIONS 

Supplemental Abbreviated New Drug Submission (SANDS) Screening Decisions 
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SANDS - Screening Cycle Completions Showing Percentage Within Target 
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PRIORITY REVIEW STATUS REQUEST (for NDS & SNDS) 

Priority Review Status Requests Received 

Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

PR-SNDS CLIN ONLY 1 2

PR-NDS NAS 1 4 1 2

PR-NDS CLIN/C&M 1 1 1

Total 2 4 2 1 5
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Priority Review Status Requests: Decisions Rendered 
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Priority Review Status Requests: Performance 

1

2 2

3

2

1

1

Total
1

Total
4

Total
2

Total
1

Total
4

0

1

2

3

4

5

Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

N
o.

 o
f P

ri
or

it
y 

St
at

us
 R

ev
ie

w
 R

eq
ue

st
s  

 C
om

pl
et

ed

Quarter

TARGET MET TARGET NOT MET

 
 
 



Therapeutic Drugs Directorate - 14 November 2011 

TPD Quarterly Drug Submission Performance Report: July-September 2011 

Notifiable Changes  Page 34 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

NOTIFIABLE CHANGE (NC) 
  



Therapeutic Drugs Directorate - 14 November 2011 

TPD Quarterly Drug Submission Performance Report: July-September 2011 

Notifiable Changes  Page 35 

NOTIFIABLE CHANGE7 

Number Received - Notifiable Changes (NC)  

Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

Quality (90) 105 110 91 84 67

Safety (90) 143 155 139 153 172

Safety (120) 5 12 11 3 11

Total 253 277 241 240 250
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Decision Documents by Class -  Notifiable Change (NC) 
NC - SAFETY (90) 

DOCUMENT TYPE Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

NO OBJECTION LETTER 100 146 116 126 143

NOT SATISFACTORY NOTICE 1 1

REJECTION LETTER (SCREENING) 1 1

SCREENING DEFICIENCY NOTICE 3 9 8 2 6

CANCELLED BY COMPANY 6 2 8 12 11

NC - QUALITY (90)

DOCUMENT TYPE Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

NO OBJECTION LETTER 70 61 78 110 95

NOT SATISFACTORY NOTICE 1 2

REJECTION LETTER (SCREENING) 2 4 8 4 1

SCREENING DEFICIENCY NOTICE 9 11 26 11 3

CANCELLED BY COMPANY 5 7 2 2 10

NC - SAFETY (120)

DOCUMENT TYPE Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

NO OBJECTION LETTER 2 2 10 8 9

NOT SATISFACTORY NOTICE 1

SCREENING DEFICIENCY NOTICE

CANCELLED BY COMPANY 1 1 1   

                                                 
7  Post-Notice of Compliance (NOC) Changes Guidance Documents became effective as of September 30, 2009. 
http://www.hc-sc.gc.ca/dhp-mps/prodpharma/applic-demande/guide-ld/postnoc_change_apresac/noc_postnotice_ac_apresavis_change-eng.php 

http://www.hc-sc.gc.ca/dhp-mps/prodpharma/applic-demande/guide-ld/postnoc_change_apresac/noc_postnotice_ac_apresavis_change-eng.php_�
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WORKLOAD 

Notifiable Change (NC) SAFETY: Review Workload / Backlog 
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Notifiable Change (NC) QUALITY: Review Workload / Backlog 
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WORKLOAD 

Notifiable Change (NC) SAFETY: Review Workload by Class 

 

CLASS 2010-09-30 2010-12-31 2011-03-31 2011-06-30 2011-09-30

SAFETY - 90 day 146 150 145 166 178

Backlog 29 34 44 30 40

SAFETY  - 120 day 8 16 15 9 12

Backlog 3 3 2 3 1

Total 154 166 160 175 190

Non Backlog 122 129 114 142 149

BACKLOG 32 37 46 33 41

% in Backlog 21% 22% 29% 19% 22%

TPD NC- SAFETY:  REVIEW WORKLOAD AT END OF QUARTER

 

 

Notifiable Change (NC) QUALITY: Review Workload by Class 

 

CLASS 2010-09-30 2010-12-31 2011-03-31 2011-06-30 2011-09-30

QUALITY - 90 day 255 281 274 284 227

Backlog 171 198 199 168 160

Total 255 281 274 284 227

Non Backlog 84 83 75 116 67

BACKLOG 171 198 199 168 160

% in Backlog 67% 70% 73% 59% 70%

TPD NC- QUALITY:  REVIEW WORKLOAD AT END OF QUARTER
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PERFORMANCE 

REVIEW Completions by Class -  Notifiable Changes (NC) 
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SCREENING Completions by Class - Notifiable Changes (NC) 
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Submissions in support of a manufacturer or product name change. 
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ADMINISTRATIVE SUBMISSION (with TPD review) 
(such as product name change that requires a drug name review) 

Administrative Submissions Received (with TPD review) 

Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

DIND Administrative * 20 19 16 13 13

DINA Administrative* 21 134 72 27 35

NC Administrative 1 0 0 1 0

NDS Administrative 4 2 3 2 1

SNDS Administrative 1 0 0 0 0

ANDS Administrative 3 2 0 2 1

SANDS Administrative 1 0 0 0 0

TOTAL 51 157 91 45 50
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Administrative Submission Approvals (with TPD Review) 

Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011 

NDS - ADMINISTRATIVE 4 3 0 5 1

SNDS - ADMINISTRATIVE 1 1 4 2 0

ANDS - ADMINISTRATIVE 1 1 3 1 1

SANDS - ADMINISTRATIVE 1 0 0 0 0

TOTAL 7 5 7 8 2
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ADMINISTRATIVE SUBMISSIONS (Processed by SIPD) 
(Product & Manufacturer Name Changes) 

Administrative Submissions Received by Submission Type (SIPD) 

Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

NDS 61 46 92 30 31

SNDS 6 2 4 1 1

ANDS 36 51 71 41 65

SANDS 1 3 2 4 8

NC 13 29 43 35 32

DINS 31 50 23 20 39

PDC 1

TOTAL 148 181 235 131 176
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Administrative Submissions Received involving  Product & Manufacturer Name Changes 

(pharmaceuticals & biologics processed by SIPD) 

 

Administrative Submission Approvals (SIPD) for NDS, SNDS, ANDS and SANDS 

Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

NDS 48 48 89 43 21

SNDS 4 6 2 3 1

ANDS 32 44 55 68 51

SANDS 1 4 2 6

Total 85 102 148 114 79
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CLINICAL TRIAL APPLICATION 

Number Received - Clinical Trial Application (CTA) 

Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

Phase 1 Bioequivalence (7 day 
admin. Target

147 119 130 150 166

Total (Non Bioequivalence) 172 152 113 144 153

Total 319 271 243 294 319
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Number Received - Clinical Trial Application (CTA) - Excluding Bioequivalence 
(Generic) 

Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

Phase 1 (7 day admin. target) 16 12 1 9 13

Phase 1 (30 day target) 18 21 17 16 24

Phase 2 (30 day target) 64 45 52 48 55

Phase 3 (30 day target) 61 63 37 60 48

Phase Other (30 day target) 13 11 6 11 13

Total 172 152 113 144 153
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DECISION DOCUMENTS 

Decision Documents - Clinical Trial Application (CTA) 
CTA

DOCUMENT TYPE Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

NO OBJECTION LETTER 325 283 222 279 317

CANCELLED BY COMPANY 14 3 3 10 9  

PERFORMANCE 
Performance - Clinical Trials Applications (CTA) Reviews Meeting the 30 Day Target 
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Performance – Clinical Trial Applications (CTA) Reviews Meeting the 7 Day 
Administrative Target 
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CLINICAL TRIAL APPLICATION-AMENDMENT 

Number Received - Clinical Trial Application-Amendments (CTA-A) 

Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

Phase 1 Bioequivalence (7 day 
admin. Target

5 10 4 7 5

Phase 1 (7 day admin. target) 1 1 0 0 4

Phase 1 (30 day target) 25 26 34 31 28

Phase 2 (30 day target) 73 89 74 75 69

Phase 3 (30 day target) 118 124 101 136 109

Phase Other (30 day target) 8 6 3 10 4

Total 230 256 216 259 219
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DECISION DOCUMENTS 

Decision Documents - Clinical Trial Application-Amendments (CTA-A) 

CTA-A

DOCUMENT TYPE Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

NO OBJECTION LETTER 218 264 218 251 220

CANCELLED BY COMPANY 1 1 2 4
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PERFORMANCE 

Performance - Clinical Trial Application Amendments (CTA-A) Reviews Meeting the 30 
Day Target 

203

250

213

247

215

100% 100% 100% 100% 100%

0%

25%

50%

75%

100%

0

50

100

150

200

250

300

Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011 

P
e

rc
e

n
ta

ge

N
o

. o
f 

R
e

vi
e

w
 C

o
m

p
le

ti
o

n
s

Quarter (target date)  

CTA-A Reviews Meeting the 30 Day Target

TARGET NOT MET TARGET MET Percent within target

 

Performance - Clinical Trial Application Amendments (CTA-A) Reviews Meeting the 7 
Day Administrative Target 
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DINA, DIND & DINF 
 

Application for a Drug Identification Number 
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DINA: APPLICATION FOR A DRUG IDENTIFICATION NUMBER 

Number Received - DINA 

Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

Clinical or Non-Clin Only 0 0 0 1 0

Labelling Only 33 8 16 25 11

Chemistry & Manufacturing 0 0 0 2 5

FORM+SUPPORTING DATA 16 36 14 0 0

ADMINISTRATIVE * 21 134 72 27 35

LABELLING STANDARD 4 3 17 7 10

Total 74 181 119 62 63
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WORKLOAD 
REVIEW WORKLOAD 

Review Workload / Backlog - Showing Percentage in Backlog - DINA 
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DINA Review Workload - Showing Percentage in Backlog
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Review Workload by Class - DINA 

2010-09-30 2010-12-31 2011-03-31 2011-06-30 2011-09-30

FORM 25 39 25 17 8

Backlog 5 3 4 7 1

Form and Supporting Data 78 87 75 46 13

Backlog 57 48 25 13 2

Chemistry & Manufacturing 0 0 0 1 3

Backlog 0 0 0 0 0

Labelling Only 0 0 0 1 26

Backlog 0 0 0 0 0

Total 103 126 100 66 51

Non Backlog 41 75 71 46 48

BACKLOG 62 51 29 20 3

% in Backlog 60% 40% 29% 30% 6%

TPD DINA All REVIEW WORKLOAD BY USER FEE CATEGORY AND END OF QUARTER
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SCREENING WORKLOAD 

Screening Workload / Backlog - Showing Percentage in Backlog - DINA 
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Non Backlog BACKLOG % in Backlog

 

Screening Workload by Class - DINA 

2010-09-30 2010-12-31 2011-03-31 2011-06-30 2011-09-30

Labelling Only 20 7 16 30 5

Backlog 5 6 9 22 3

FORM+SUPPORTING DATA  6 11 14 6 0

Backlog 1 0 2 6 0

LABELLING STANDARD  4 4 15 5 3

Backlog 0 1 1 4 0

Chemistry & Manufacturing 0 0 0 1 4

Backlog 0 0 0 0 1

Comparative 0 0 0 0 1

Backlog 0 0 0 0 0

Total 30 22 45 42 14

Non Backlog 24 15 33 10 9

BACKLOG 6 7 12 32 5

% in Backlog 20% 32% 27% 76% 36%

TPD DINA All SCREENING WORKLOAD BY USER FEE CATEGORY AND END OF QUARTER
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DECISION DOCUMENTS 

Decision Documents – DINA by Class 
DINA - FORM

DOCUMENT TYPE Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

NOTIFICATION FORM/DIN ISSUED 8 7 5 15 14

NO OBJECTION LETTER 1 2

CANCELLED BY COMPANY 1 5 3

DIN INCORR SUBTYPE-CLASS 10 5 1 2

NEW DRUG LETTER SCREEN 2 1 1

NOTICE OF DEFICIENCY 1 1 6

NOTICE OF NON-COMPLIANCE 1

REJECTION LETTER (SCREENING) 1 4

SCREENING DEFICIENCY NOTICE 4 3 3 1 1

SPONSOR SUB CHANGE ACCEPT 9 4 1 1

WITHDRAWAL NO RESP TO NOD 1

DINA - FORM AND SUPPORTING DATA

DOCUMENT TYPE Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

NOTIFICATION FORM/DIN ISSUED 23 9 10 22 26

NO OBJECTION LETTER 1 2 5 14 6

CANCELLED BY COMPANY 1 1 7 2

DIN INCORR SUBTYPE-CLASS 1 1

NEW DRUG LETTER REVIEW 1

NEW DRUG LETTER SCREEN 1 1 1

NON WITHDRAWAL LETTER 2 6

NOTICE OF DEFICIENCY 3 2 2 2

NOTICE OF NON-COMPLIANCE 16 1

REJECTION LETTER (SCREENING) 1 1 1

SCREENING DEFICIENCY NOTICE 2 5 6 1 2

SPONSOR SUB CHANGE ACCEPT 2

WITH.UNACCEPT.RESP.NON SC 1

WITHDRAWAL NO RESP TO NOD 2

WITHDRAWAL NO RESP TO NON 5

DINA - ADMINISTRATIVE

DOCUMENT TYPE Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

NOTIFICATION FORM/DIN ISSUED 12 25 112 29 25

REJECTION LETTER (SCREENING) 1 14 26 13 21

SCREENING DEFICIENCY NOTICE 3

CANCELLED BY COMPANY 11 1 1

DINA - LABELLING STANDARD

DOCUMENT TYPE Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

NOTIFICATION FORM/DIN ISSUED 5 3 2 10 8

NEW DRUG LETTER SCREEN 1

REJECTION LETTER (SCREENING) 4 4 1

SCREENING DEFICIENCY NOTICE 4

DIN INCORR SUBTYPE-CLASS 2

DINA - LABELLING ONLY

DOCUMENT TYPE Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

DIN INCORR SUBTYPE-CLASS 3 5

CANCELLED BY COMPANY 2

NO OBJECTION LETTER 2

SCREENING DEFICIENCY NOTICE 2 3

SPONSOR SUB CHANGE ACCEPT 1 4   
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PERFORMANCE 

Review Cycle Completions - DINA 
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Screening Cycle Completions - DINA 
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DIND: APPLICATION FOR A DRUG IDENTIFICATION NUMBER - 
DISINFECTANT PRODUCT 

Number Received - DIND 

Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

DISINFECTANTS 0 0 1 2 19

Labelling Only 5 8 5 0 0

FORM+SUPPORTING DATA 17 9 30 0 0

ADMINISTRATIVE* 20 19 16 13 13

LABELLING STANDARD 0 2 0 1 1

Total 42 38 52 16 33
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WORKLOAD 
REVIEW WORKLOAD 

Review Workload / Backlog - Showing Percentage in Backlog - DIND 
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DIND Review Workload - Showing Percentage in Backlog

Non Backlog BACKLOG % in Backlog

 

Review Workload by Class - DIND 

2010-09-30 2010-12-31 2011-03-31 2011-06-30 2011-09-30

FORM 9 10 8 0 1

Backlog 0 0 0 0 0

Form and Supporting Data 33 15 5 30 10

Backlog 0 0 0 0 0

Disinfectant 0 0 0 1 7

Backlog 0 0 0 0 0

Total 42 25 13 31 18

Non Backlog 42 25 13 31 18

BACKLOG 0 0 0 0 0

% in Backlog 0% 0% 0% 0% 0%

TPD DIND All REVIEW WORKLOAD BY USER FEE CATEGORY AND END OF QUARTER
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SCREENING WORKLOAD 

Screening Workload / Backlog - Showing Percentage in Backlog - DIND 
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DIND Screening Workload - Showing Percentage in Backlog

Non Backlog BACKLOG % in Backlog

 

Screening Workload by Class - DIND 

CLASS 2010-06-30 2010-09-30 2010-12-31 2011-03-31 2011-06-30

FORM  1 3 1 2 0

Backlog 0 0 0 0 0

FORM+SUPPORTING DATA  3 6 4 26 0

Backlog 0 0 0 1 0

LABELLING STANDARD  0 0 1 0 0

Backlog 0 0 0 0 0

Disinfectant 0 0 0 0 1

Backlog 0 0 0 0 0

Total 4 9 6 28 1

Non Backlog 4 9 6 27 1

BACKLOG 0 0 0 1 0

% in Backlog 0% 0% 0% 4% 0%

TPD DIND All SCREENING WORKLOAD BY CLASS AND END OF QUARTER
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DECISION DOCUMENTS 

Decision Documents – DIND by Class 
DIND - Labelling Only  (Form)

DOCUMENT TYPE Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

NOTIFICATION FORM/DIN ISSUED 1 7 6 7

NO OBJECTION LETTER 3 3

NEW DRUG LETTER SCREEN 1

NOTICE OF NON-COMPLIANCE 1

SCREENING DEFICIENCY NOTICE 1 1

DIND - FORM AND SUPPORTING DATA

DOCUMENT TYPE Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

NOTIFICATION FORM/DIN ISSUED 5 20 11 1

NO OBJECTION LETTER 8 8 8 18

CANCELLED BY COMPANY 1 1

NEW DRUG LETTER SCREEN 2 2

NOTICE OF NON-COMPLIANCE 4 2 2 1 5

NOTICE OF DEFICIENCY 2

NON WITHDRAWAL LETTER 1

REJECTION LETTER (SCREENING) 1

SCREENING DEFICIENCY NOTICE 4 4 2

WITHDRAWAL NO RESP TO NON 1 1

DIND - ADMINISTRATIVE

DOCUMENT TYPE Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

NOTIFICATION FORM/DIN ISSUED 14 13 17 20 11

NO OBJECTION LETTER 5 1

REJECTION LETTER (SCREENING) 2 1 1

SCREENING DEFICIENCY NOTICE 7 12 8 5

DIND - LABELLING STANDARD

DOCUMENT TYPE Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

NOTIFICATION FORM/DIN ISSUED 1 2

REJECTION LETTER (SCREENING) 1

SCREENING DEFICIENCY NOTICE 1 1

DIND - DISINFECT LABEL ONLY

DOCUMENT TYPE Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

NOTIFICATION FORM/DIN ISSUED 1

DIND - DIS NONCLIN/CLINICAL

DOCUMENT TYPE Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

DIN INCORR SUBTYPE-CLASS 1 1

REJECTION LETTER (SCREENING) 1

SCREENING DEFICIENCY NOTICE 1 1

SPONSOR SUB CHANGE ACCEPT 1  
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PERFORMANCE 

Performance - Review Cycle Completions Showing Percentage Within Target - DIND 
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DINF: CATEGORY IV PRODUCT - (LABELLING STANDARD) 

Number Received - DINF 
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DECISION DOCUMENTS 
 

Decision Documents – DINF - Labelling Standard 

DINF - LABELLING STANDARD

DOCUMENT TYPE Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

NOTIFICATION FORM/DIN ISSUED 71 80 59 53 70

NO OBJECTION LETTER 1

CANCELLED BY COMPANY 1 1 8 10 1

DIN INCORR SUBTYPE-CLASS 5 1 3 1

NEW DRUG LETTER SCREEN 2 1 1

REJECTION LETTER (SCREENING) 18 27 18 22 25

SCREENING DEFICIENCY NOTICE 14 13 6 9 4  
 

 

PERFORMANCE 

Performance - Screening Cycle Completions - DINF 
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PDC: POST-AUTHORIZATION DIVISION 1 CHANGES8 

Post-Authorization Division 1 Changes (PDC) Received 

Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

CHEMISTRY AND MANUFACTURING 2 7

REGULAR 73 59 43 45 37

COUGH COLD  LABELLING STANDARD 1

ACETAMINOPHEN LS 20 12 55 37 5

Total 93 71 98 84 50
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Post-Authorization Division 1 Changes (PDC) - Decision Documents by Class 
PDC

DOCUMENT TYPE Jul-Sep 2010 Oct-Dec 2010 Jan-Mar 2011 Apr-Jun 2011 Jul-Sep 2011

COUGH COLD LABELLING STANDARD

NO OBJECTION LETTER 1 1

REGULAR

CANCELLATION LETTER 1 1

NO OBJECTION LETTER 53 41 38 20 46

NOT SATISFACTORY NOTICE 12 19 9 3 4

NOTIFICATION FORM 1

ACETAMINOPHEN LS

CANCELLATION LETTER 2

NO OBJECTION LETTER 50 13 10 38 18

NOT SATISFACTORY NOTICE 5 18 6 3

C&M ONLY

NO OBJECTION LETTER 1

C&M LABELLING

NO OBJECTION LETTER 3

                                                 
8
 The Guidance Document on Post-Drug Identification Number (DIN) Changes was posted on Sept 29, 2009 and 

applies to drugs regulated under part C, Division 1 of the Regulations that have received a DIN pursuant to 
Section C.01.01.4.2. The guidance came into full effect on December 29, 2009 

http://www.hc-sc.gc.ca/dhp-mps/prodpharma/applic-demande/guide-ld/change_din-eng.php�
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