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Dear All,

This is a communication regarding a new guidance on laboratory data collected during Patient Programs (PPs) and
Market Research Programs (MRPs).

After an impact assessment was performed to analyze the relevance of isolated laboratory data coming from PP and
MRPs a decision to generate a guidance was made.

This guidance must be implemented for all new PPs/IMRPs being initiated from May 31st,
2019 onwards. For ongoing projects an assessment should be made with the project leader

to determine if implementation is required.
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Guidance on

Attached in this memo is the final guidance, 12Poratory data coll

The guidance is reflected in all of the follow repositories for future use:

CSH Sharepoint

PP Intranet Page
iTracker

Please note that this communication will be shared with the PP and MR Leaders. Please ensure to work in close
collaboration with these leaders and where required to inform the service providers and implement this guidance by
May 31%, 2019.

For questions, please contact either Leslie Dondey-Nouvel and Lynne Comiskey.


http://teams.sanofi.com/sites/PVEmergingMarkets/TransversalCoordination/PSP_MR_Digital%20Media/Forms/AllItems.aspx?RootFolder=%2Fsites%2FPVEmergingMarkets%2FTransversalCoordination%2FPSP%5FMR%5FDigital%20Media%2F2%2E%20PSP%5FMR%20Operational%20Docs&FolderCTID=0x0120000F0AADC937491F45B96283E4D643521E&View=%7b768401C4-A825-4E53-A74B-AEB978111B20%7d
http://mysanofi-emea.sanofi.com/sites/cmo/Pages/yZ-SLIF5/patientsupportprograms_ENU.aspx
https://secure.researchreporter.co.uk/Version3/imsmain.aspx?t=Kd2XSxiNBBf9vYsxsN6TW08%2fcjKHZM83DNMXF%2bs%2bxdg%3d
mailto:Lynne.Comiskey@sanofi.com


Guidance on Laboratory data collected During Patient Programs (PPs) and Market

Research Projects (MRP)
Isolated laboratory values without context should not be considered as PV data

Effective Date: May 31st 2019

Introduction

e Since April 23rd 2018, a revised guidance on blood glucose and HbA1C collection from Patient
Programs (PPs) and Market Research Programs (MRPs) conducted in diabetic patients has been
in effect, outlining that:

o Blood glucose or HbAlc abnormal lab values if reported in isolation should NOT be
considered as safety data and should NOT be transmitted to the Sanofi
pharmacovigilance department

e Rationale supporting simplification of the collection of abnormal laboratory data as PV data in
PPs and MR projects, include the following:

o Alarge amount of collected PV data are consisted of isolated reports of abnormal
laboratory values

o There is no value for the Company to receive isolated laboratory values without context
as adequate assessment cannot be performed

o Data collected in the context of PPs or MRPs are not intended and should not be used to
characterize the safety profile of a product

o In Clinical trials, abnormal laboratory values are considered AEs only if assessed as such
by investigators.

e Anassessment conducted on volumes of Blood Glucose abnormal Laboratory values, comparing
the volumes before and after release of the guidance in April 2018, showed a decrease in the
number of isolated, abnormal blood glucose values reported as PV data with about 70% fewer
case versions reported in May 2018 compared to March 2018. Furthermore, in an effort to
assess relevance and impact of collection of abnormal laboratory data as PV data in PPs and MR
projects as a whole, a detailed review of volumes of isolated laboratory data originating from
PPs and MRPs in 2 other Therapeutic Areas (Praluent, collection of LDL-Cholesterol and
collection of laboratory data in Multiple Sclerosis) was conducted.

The result of the assessment showed that, in general, the volume of abnormal laboratory values
reported as PV data in these areas is much lower than in the diabetes area. However, the PP/MR
project design could impact considerably the volume of laboratory data collected as PV Data in
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situations where the PP design requests the laboratory to submit results to both the HCP and

Sanofi in parallel.

General Guidance

Overall, contingent on the result of the impact assessment and benchmarking, it is considered

[ J
relevant to implement general guidance aimed to emphasize that isolated laboratory values

without context should not be considered as PV data:

Abnormal laboratory values should not be collected as PV data if they are reported

out of clinical context.

In addition, training on PPs/MRPs will include specific guidance and examples on
PP/MRP design and its potential impact on PV data reporting.
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