SPAQA ANNUAL MEETING 2023

QUESTIONS TO GLP MONITORING AUTHORITIES




PERSONNEL (1/2)

= [fa GLPtest facility in Switzerland has GLP personnel that is conducting GLP work remotely outside of Switzerland (in France, Germany...), e.g.
= /. a statisticians of the Swiss GLP facility that is calculating statistics remotely from electronic raw data
= 2 a pathologist of the Swiss GLP test facility reading glass slides
= 3. a pathologist of the Swiss GLP test facility reading whole slide images/digitized slides
Are there any additional requirements in comparison to personnel working in Switzerland?
Reply:

There are no additional requirements for GLP personnel of a Swiss test facility that works remotely in a foreign country
compared to personnel working in Switzerland but not on site. Bullets | to 3 describe activities of Pls or contributing
scientists that can be performed off site also in Switzerland. Hence, adequate procedures have to be in place with regard to
e.g., data integrity and IT security that allow the transfer of data.

Name and address of scientists having contributed reports to the final report as well as Pl should be listed in the study
plan/report.



PERSONNEL (2/2)

= Vice versa would the Swiss GLP monitoring authorities need to be informed if GLP personnel of a French or German GLP
test facility is working remotely from Switzerland.

Reply:
The Swiss CMA do not have to be informed if local GLP personnel contributes to foreign GLP studies as these studies are
under the supervision of other nationals GLP CMA:s.



TEST ITEM

®  The test item is administered in a vehicle and a visual inspection shows that the test item dissolves completely in the
vehicle (clear solution).

= |s it then sufficient to mention in the study plan/report that the test item dissolves completely in the vehicle (clear
solution) and therefore a determination of homogeneity is no more necessary, or is it mandatory to determine
homogeneity in order to have analytical data as evidence for a clear/true solution?

Reply.

According to OECD Document No. |19 (Section 8.2), homogeneity, concentration and stability of the test item in the vehicle
should be determined and reported. If a test item is prepared in a vehicle for a GLP study and data on homogeneity,
concentration and stability are not determined, this constitutes a deviation to GLP and the study director should report it
in the GLP compliance statement of the final report and assess the impact of this deviation on the validity of the study
(OECD FAQs on GLP — Section Test items, reference items and samples/specimens — Question 1).



STUDY PLAN/REPORT

Experimental starting date: if the cell thawing and culture (prior to cell seeding on the plates) are carried out
every week in the facility, could we consider them as part of the facility and not the study?

Would it be acceptable to consider the cell seeding (and not the cell thawing) as the first study data thus as the
start of the experimental phase!?

In this case should a copy of the data related to the cell thawing and culture be added to the study data, or could
these data be archived as facility records only?

Reply.

Yes, this is possible if these cell culture activities are covered by general facility SOPs and inspected by QA in
facility-based inspections.

Yes, the day of seeding the cells for the first experiment can be considered as experimental starting date if the
prior activities (e.g., preparation of culture medium, thawing of cells) are covered by general facility SOPs.

Yes, this is acceptable.



STUDY PLAN/REPORT

" Proposed dates: do we have to write an amendment if the proposed experimental starting and/or completion
dates mentioned in the study plan are not fulfilled (i.e., starting date a few days early or completion date delayed
by several days or weeks)?

Reply.

If a date is significantly postponed (e.g., by one month or more), an amendment to the study plan should be written.
Raw data and study report should contain the actual dates.

To be considered: in terms of planning, an indication of week and year instead of day would be acceptable.



STUDY PLAN/REPORT

" s it necessary that the Study Director sends copies of Amendments to Study Plan to his Pl even after the Pl has
finished his work and already finalised his Phase Report?

Reply.
According to OECD GD 8:Amendments to Study Plans should indicate the reason for the change and be
sequentially numbered, dated, signed and distributed to all recipients of the original study plan by the Study Director.



ARCHIVING

"  Page numbering in GLP study raw data to be archived: should divider pages (which contain no raw data, just title
of the next section) be included in the numbering ?

Reply.
The page numbering is a measure to verify that the study raw data is complete and data integrity is maintained.

Divider pages are not considered study raw data and it is not necessary to include them in the page numbering. It
should be clear whether they are included or not.
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