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Medical Literature Monitoring Service Contractor Work 
Instruction (MLM WIN-07) 
MLM Quality Assurance 

Preamble 
This WIN governs the activities of contractors working for the European Medicines Agency providing 
the Medical Literature Monitoring service. The WIN was created by the contractors and approved by 
the Agency. 

1.  Changes since last revision 

New WIN. 

2.  Records 
Not applicable. 

3.  Definitions 

Term Definition 

DMTT Data Management Tracking Tool 

EMA European Medicines Agency  

Individual Case Safety 
Report (ICSR) 

An ICSR is an electronic report which provides the most complete 
information related to an individual case at a certain point of time. 
An individual case is the information provided by a primary source 
to describe suspected adverse reaction(s) related to the 
administration of one or more medicinal products to an individual 
Patient at a particular point of time. 

MLM Medical Literature Monitoring 
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4.  Instructions 

General principles 

Quaity Assurance activities will be undertaken for the following workstream activities: 

• Screening of reference articles 

• Review of articles 

• Management of follow-up activities 

• Processing of ICSRs 

• Submission of ICSRs 

100% quality assurance for all records will be undertaken for: 

• Management of follow-up activities (weekly basis) 

• Processing of ICSRs (per case) 

• Submission of ICSRs (weekly basis) 

 

For the remaining workstreams, the quality assurance activities will commence at 100% for the first 
two weeks of production and will reduce to 75% in the last two weeks of production subject to 
satisfactory performance.  

From month 2 quality assurance activities will be undertaken for 50% of all outputs and subject to 
satisfactory performance this will be reduced to 25% in month 3. 

Weekly meetings with the EMA will be scheduled to discuss quality findings and inconsistencies. 

From month 4 onwards quality assurance activities for all workstreams described above will be 
maintained at 5% until the duration of the programme, unless performance issues are deemed 
unsatisfactory. 

4.1.  Quality Assurance for screening of literature 

The initial Screening which is being quality assured should have been performed in accordance with 
MLM SOP-01 – Medical Literature Monitoring Screening and Reviewing Process and MLM WIN-01 – 
Screening Medical Literature 

Step Action 

1.  
Login to DMTT 

Access DMTT and enter the username and password.  
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1a. Upon successful login, select the Quality Assurance- DMTT Screening link from the 
left-hand side of the screen 

 
2.  
Load search  

Enter the appropriate substance group 

Enter the dates from previous day and the search day in the date of search field (eg. 
01Jul 2015 to 02 Jul 2015, if the search day is -1 July 2015) 

 

 
3.  
Submit search 

 

Press submit, and the search results are retrieved.  
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4.  
Review of records. 

Review the results from the execution of the associated search string for the 
substance being reviewed by selecting ‘Action’. 

Confirm number of records retrieved within the DMTT matches with number of 
records retrieved within the search output. 

Select a record from the display for review and assess entry within screening against 
the reference details in the search output. Where updates are required capture 
within Kinapse QA field. 

 

Once all fields have been reviewed, select approproiate ‘Error Type’ assessment.  

If the work was acceptable, with no errors, mark the Kinapse QA status as 
‘Accepted’ 

If it was not acceptable, do not mark the Kinapse QA status as ‘Accepted’. 

Repeat for agreed percentage of entries retrieved from the DMTT Screening QA 
module for each active substance.  

 

Major is defined as either a missing article, more than 3 incorrectly populated fields 
in the same record or a consistent error by the same user for over 3 records. Where 
a Major error has been identified the QA lead is responsible for discussing the 
identified errors with the responsible screener and supporting in refresher training. 

100% of the users records will then be reviewed for a 1 day period to ensure the 
refresher training was impactful. 
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4.2.  Quality Assurance for reviewing of literature references 

The literature reviewing which is being quality assured should have been performed in accordance with 
MLM SOP-01 – Medical Literature Monitoring Screening and Reviewing Process and MLM WIN-02 – 
Reviewing MLM Literature 

Step Action 

5.  
Login to DMTT 

Access DMTT and enter the username and password.  

 
 

 
5a. Upon successful login, select the Quality Assurance- DMTT Review Reference link 

from the left-hand side of the screen 

 
6.  
Load search  

Enter the appropriate substance group and libraray 

Enter the dates from previous day and the search day in the date of search field (eg. 
08Jul 2015 to 09 Jul 2015, if the search day is -9 July 2015) 

 

 
7.  
Submit search 

 

Press submit, and the search results are retrieved.  
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8.  
Review of records. 

Review the results from the execution of the associated search string for the 
substance being reviewed be selecting ‘Action’. 

Select a record from the display for review and assess entry within review against 
the reference details in the search output. Where updates are required capture 
within Kinapse QA field. 

 

Once all fields have been reviewed, select approproiate ‘Error Type’ assessment.  

If the work was acceptable, with no errors, mark the Kinapse QA status as 
‘Accepted’ 

If it was not acceptable, do not mark the Kinapse QA status as ‘Accepted’ 

Repeat for agreed percentage of entries retrieved from the DMTT Literature 
reviewing QA module for each active substance.  
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Major is defined as a clearly incorrect decision (deciding that an article contains a 
confirmed or potential  case when it does not, or vice versa) or a consistent error by 
the same user for over 3 records. Where a Major error has been identified the QA 
lead is responsible for discussing the identified errors with the responsible reviewer 
and supporting in refresher training. 

100% of the users records will then be reviewed for a 1 day period to ensure the 
refresher training was impactful. 

4.3.  Quality Assurance for the Management of follow-up activities 

The follow-up activities which are being quality assured should have been performed in accordance 
with MLM SOP-01 – Medical Literature Monitoring Screening and Reviewing Process, MLM SOP-02 - 
Processing of Medical Literature Monitoring ICSRs, MLM WIN-02 – Reviewing MLM Literature, MLM 
WIN-03 – Processing and reporting of MLM ICSRs and MLM WIN-04 - Follow-up MLM Literature 

Step Action 

9.  
Login to DMTT 

Access DMTT and enter the username and password.  

 
 

 
9a. Upon successful login, select the Data Entry- DMTT Daily Extract- MLM ICSR link 

from the left-hand side of the screen 
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10.  
Load search  

Select the Extract Excel button and the daily screening report will download 

2015  

Select row 1 with the column headers and apply filters to the spreadsheet, using the 
data tab in excel as below. 

 
11.  
Review of Follow-up 
status 

 

Filter in column H to review all Full text Article requests. Ensure that Column K has a 
date or NA entered. Ensure Column L has a full text receive date entered. Where 
column L is blank and a date has been entered in column K, ensure a follow up 
email is sent to receive latest expected receipt date. Additionally review the follow 
up requested date (if required) and ensure that the date of follow up was not 
historic. If it has passed, then this must be passed to the review team to ensure the 
reference is updated to reflect closure to follow-up. 

 

 
 
Filter in column H for all unidentifiable patients and then for no suspect drug. Ensure 
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that Column K has a date or NA entered. Ensure Column L has a full text receive 
date entered. Where column L is blank and a date has been entered in column K, 
ensure a follow up email is sent to receive latest expected receipt date. Additionally 
review the follow up requested date (if required) and ensure that the date of follow 
up was not historic. If it has passed, then this must be passed to the review team to 
ensure the reference is updated to reflect closure to follow-up. 

Undertake the same process for the screening spreadsheet and ensure that where 
articles have been assessed with exclusion criteria- unidentifiable patient, no 
suspect drug or no reporter, that the case has follow-up requested and that the date 
the follow up was required has not surpassed.  

4.4.  Quality Assurance for the Processing of ICSRs 

Quality Assurance for ICSRs within the Medical Literature Processing must occur by day 6 at the very 
latest. The purpose of this review is to assess the quality of the data entry. 

The ICSR processing activities which are being quality assured should have been performed in 
accordance with MLM SOP-02 - Processing of Medical Literature Monitoring ICSRs, MLM WIN-03 – 
Processing and reporting of MLM ICSRs and MLM WIN-06 - MLM Duplicate Management Process 

Upon completion of case processing the following steps will be undertaken 

Step Action 

12.  
Login to DMTT 

Access DMTT and enter the username and password.  

 
 

 
12a. Upon successful login, select the Qulity Assurance- DMTT Case processing link from 

the left-hand side of the screen 

 
Retrival of cases Enter Approriate DMTT IDD in search field and hit submit: 
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Select case from search results 
 

 
Review of record Select a record from the display for review and assess entry within review against 

the source. Where updates are required capture within Kinapse QA field. 

 
 
Once all fields have been reviewed, select approproiate ‘Error Type’ assessment, if 
applicable. 

A Major error is defined as one which would affect timelines  (a serious case entered 
as non-serious), signal detection (missing or otherwise erroneous reactions or 
drugs), significantly poor quality in a case: e.g. test data completely omitted, 
narrative not containing relevant salient facts about the case, multiple small errors 
in the case, or a consistent error by the same user for over 3 records. Where a 
Major error has been identified the QA lead is responsible for discussing the 
identified errors with the responsible reviewer and supporting in refresher training. 

If the work was acceptable, with no errors, mark the Kinapse QA status as 
‘Accepted’ 

If it was not acceptable, do not mark the Kinapse QA status as ‘Accepted’ 

 

Repeat for entries retrieved from the DMTT Literature reviewing QA module for each 
case. 
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4.5.  Quality Assurance for the Submission of ICSRs 

Quality Assurance for submission of ICSRs must be completed one day after submission. 

The purpose of this review is to assess whether the case was entered within the correct timelines & 
was sent to the correct destinations. 

The ICSR submission activities which are being quality assured should have been performed in 
accordance with MLM SOP-02 - Processing of Medical Literature Monitoring ICSRs, MLM WIN-03 – 
Processing and reporting of MLM ICSRs 

Step Action 

13.  
Login to DMTT 

Access DMTT and enter the username and password.  

 

 
13a. Upon successful login, select the Qulity Assurance- DMTT Case processing link from 

the left-hand side of the screen 

 
Retrival of cases Enter Approriate Case Number in search field and hit submit: 

 
 
Select case from search results 
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Review of record Select a record from the display for review and assess entry within review against 
the source. Where updates are required capture within Kinapse QA field. 

 
 
Once all fields have been reviewed, select approproiate ‘Error Type’ assessment, if 
applicable. 

A Major error is defined as an ICSR which was submitted later than day 7 (for 
serious cases) or day 21 (for non-serious cases) or which was not sent to one or 
more of the receivers to which it should have been. 

If the work was acceptable, with no errors, mark the Kinapse QA status as 
‘Accepted’ 

If it was not acceptable, do not mark the Kinapse QA status as ‘Accepted’ 

 

Repeat for entries retrieved from the DMTT Literature reviewing QA module for each 
case. 
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