
Data Transfer plans are designed 
and approved prior to 1st transfer.

Site enters data in 
EDC database.

1.
EDC Database runs 

its electronic data 
checks.

2. Site is required to 
correct data or 
comment on 
discrepancy.

3.
EDC prepares 

transfers file for  
Sponsor.

5.

Selects a random 
sample of data for 
Data Audit for data 

loaded.

9.Sponsor loads data 
in Data 

Management 
database system.

8.

A

A
Compares loaded 

data to data on 
eCRFs.

10.
Were 

discrepancies 
found?

YES

Were 
discrepancies 

found?
NO

YES

Sponsor performs 
initial QC to 

determine if transfer 
meets loading 
specifications.

7.

EDC Vendor 
transfers data  to 

Sponsor.

6.

C

Steps 7 through 10 are performed until the loading process and programs are verified they are working by some companies. Others continue this process. throughout the study. 

Some companies are implementing or are planning on implementing moving the data straight from EDC directly into SAS and eliminating a middle tier Data Management database system. 
This is done by converting ASCII to SAS or ASCII to a SQL Server

E

Clinical Monitor 
source verifies  

percentage of data 
in EDC database..

4b.

Clinical Monitor 
source verifies  
100% of data in 
EDC database.

4a.

NO

Sponsor runs their 
edit checks in 

Sponsor Database

11. Generate queries 
based upon 

electronic check 
output and sends 

to site.

13.
Site reviews query 

and responds.

14.
View electronic 
check output.

12.

C
Were 

discrepancies 
found?

YES

Are all data 
complete?

NO

NO Convert data to 
SAS.

15.

Steps 11 - 14 are performed by some companies to detect any checks that were erroneously shut off by site or other type of procedural errors.  Also if certain checks 
cannot be programmed in EDC. If data was transfered directly from EDC into SAS there shouuld be supplemental checks.

DYES

E Generate listings 
for manual review.

17.
Clinical review of 

listings.

18b.

Programming of 
TLGs.

16.

Safety review of 
listings.

18a.

Statistics review of 
listings.

18c.

F

Not all studies get reviewed. In certain cases only 
certain groups may be reviewing data. This is 
determined on a study by study basis.

In some cases this review may be based on pre-
designed electronic triggers

Some companies don't have a  
separate safety group

Were 
discrepancies 

found?

E

C

NO

YES

Generate queries 
based upon 

electronic check 
output and sends 

to site.

19.

B

Select a random 
sample of data for 

Data Audit for 
completed 
subjects.

Compare SAS 
data to paper 
eCRF data.

22.21.

Complete Data 
Audit Report.

Correct 
discrepancies.

24.

23.

Did number of 
discrepancies stay 
below acceptability 

threshold? 

Repeat sampling 
on different set of 
completed subject 

data.

NO

26.

Begin data 
unblinding 
process.

END

27.

Were 
discrepancies 

found?
YES

YES

G

G

While there are some variance amon the companies involved all perform the same failed audit  process. If the first sample does not 
meet error rate acceptability a second sample is taken. If the second sample fails, a 100% Audit is performed.

F

Companies vary as to whether having a single 
stage unblinding process versus a  two stage 
process. Those with a two stage include 
additional audit trails (electronic & documented)  
to demonstrate what was change and get 
proper authorization of the change and to 
eliminate/minimize bias.

Calculate error 
rate

25.

After verification/validation of loading program(s), system(s) 
and or processes, some companies do not  perform a 
Database Audit. If part of the screen load file changes, or 
reciprocal database changes, the load file needs to be 
reverified

D Convert data from 
database to SAS.

20.

NO

Reviews include:
SAEs
AEs
ECGs
Vitals
Labs
Medications
Specific Clincal Events
Efficacy

Shaded group of steps represents variance among participating companies

Shade boxes represent manual QC processes
Patterned boxes represent certain companies or processes use a manual step 
while others are automated

In certain steps a letter follows the number to help demonstrate a variance in the process as used by different companies.

Companies vary as to who performs this audit. There are 3 different 
categories:

1. Members of the project team
2. An independent QC group in DM 
3. A group outside of DM 

There are companies that have independent DM group which randomly 
select studies that are ongoning and perform an audit of the processes 
used during a study in addtion to the formal audit at the end.

Review Instructions

  Does  the flow reflect your process, and if not, how does yours differ?  
  Are the flows easy to follow?  If not, how could they be improved?
  What are your thoughts on the value of each step as outlined, and why should it be 

included or dropped?  If it depends upon whether other steps are performed, please 
define them.
  To your knowledge, has the value or contribution to data accuracy of any of these steps 

been quantified, and if so, can you send us the information and/or the reference?  (Note: 
some are listed in the bibliography file of this project).  


