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Drug Shortages

� Growing global health issue worldwide

� Drug shortage usually leads to changes in medications 
and/or involuntary discontinuation that can  compromise 
patient safety

� No global data to date (only cases of ADRs and medication 
errors reported  for anti-cancer drugs, anaesthetics, anti-
infective drugs)

=> Aim of this study = to evaluate patient safety in the 
context of drug shortages based on French 
pharmacovigilance database (RPVC cases)



2- Prospective study 01 January 2020 to 30 June 2021

1- Retrospective study 1985 to 31 december 2019

Method

Cases already recorded in the FVPD: inclusion criteria identified in 
the narratives (« stock » « shortage » « supply » « import » « batch 
withdrawal »)
https://bpspubs.onlinelibrary.wiley.com/doi/10.1111/bcp.15550

Health care media communication & coding guidelines for RPVC 
(LLT “Product supply issue” or “Product availability issue”). 
Inclusion criteria = narrative & AE HLT “product supply and 
availability issues”



Exclusion criteria :  
• Not a drug

shortage
• Duplicates

Data 
Collected

age, sex, shortage
drugs, drug start date, drug 

indication, replacement 
drug, ADR, report

date and ADR date (=> 
time to onset), 
expectedness, 

seriousness, ADR evolution 
and

medication error.

Assessment of drug
shortage causality

in ADR (prosp study)

Certain / doubtful

Method All cases reviewed by a PV expert 



Results – retrospective study -1985-2019

� 1895 cases analysed / 462 included (726 ADR)

Worsening of the disease (n, %) 69 (15.9%)

due to the inefficiency of the replacement drug 58 (12.6%)

due to the lack of replacement drug 11 (2.4%)

Medication error (n, %)
With AE/ without arm

51 (11%)

41 (80%)/10(20%)

Ineffectiveness of the replacement drug ** (n, %) 67 (15.2%)

ADR related to the replacement drug (n, %) 381 (86%)

Bourneau-Martin D et al. Br J Clin Pharmacol. 2022;1-9.

Main step, 
nature and 

cause :
Administration 

(66.6%)
Dose error

(52.9%)
Human factor 

(92%)



� 465 cases analysed / 224 cases included (300 ADR, 36 without arm)

 Causality with drug shortage = certain 85%

n (%)

Switch to replacement drug 204 (91.1%)

AE of the replacement drug 131 (64.2%)

Ineffectiveness of the replacement drug 41 (20.1%)

Medication error 
With AE / without arm

48 (21.4%)
12(25%)/36 (75%)

Worsening of the disease 25 (11.2%)

due to the inefficiency of the replacement drug 21 (9.4%)

due to the lack of replacement drug 4 (1.8%)
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Main step, 
nature and 

cause :
Dispensation 

(42%)
Drug error

(65%)
Human factor 

(71,4%)

Results – prospective study -January 2020-

June 2021



� About ME: more ME without AEs in prospective study => 
probably related to the culture of error / new mission RPVC

� Difficulties encountered / work prospects
� Under notification

� Drug shortage context difficult to identify

� Worsening of the disease due to the lack of replacement drug = not
in the scope of PV

� Importance of the replacement drug whatever essential or not =>
anticipatory measures

Discussion- Conclusion
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Safety Alerts from ANSM
� Medication: alteplase and urokinase with

multiple product names

� Context: supply voltage/stockout

� Identified risk: substitution between
products

� ME with arm: cluster of haemorrhagic
disorders

� Medication: BACTRIM 
(sulfamethoxazole/trimethoprime

� Context: supply stockout with new 
formulation

� Identified risk: both products could
coexist on the market with possible 
confusion

� Possible ME confusion with dosage error



New organisation for learning from

reported MEs

ME 
notified

to a RPVC

Remarkable
ME 

identified

Sending
to ANSM

Analysis by a 
pair of 
experts

(Signal 
commitee)

Action :

-communication

- product
modification

� Since 10/2019, 32 meetings of the Signal 
committee took place

� For the 4 last meetings, we analysed 20 
remarkable ME

� Examples

� Haldol (haloperidol) and drop counting
device: maximal dose available

� Injectable Fer : ferric carboxymaltose and iron
sucrose are not interchangeable. The 
identified risk from RPVC: anaphylactic choc 

Prescrire


