Online supplementary material

Supplementary Fig. 1: Key activities per value-adding step.

BRAT: benefit-risk action team; CDS: core data sheet; dTPP: developmental target product profile; IB:
investigator’'s brochure; PBRER: periodic benefit risk evaluation reports; PSUR: periodic safety update reports;

RMP: risk management plan; SSaMT: safety strategy and management team; TPP: target product profile.

Supplementary Fig. 2: Distribution of rating scores for old vs new documents

for each question in the OnePS quantitative survey.

This graph shows the distribution of rating scores that underlies the summary in Table 2.
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Suppl. Fig. 1.

projects/products in active development P

Report

Emerging
Risk Profile

+*Clinical input into target risk sa -Create messages on safety profile and risk
1 assessment = mitigation
Identify & Define safety dTPP/TPP with U | < provide risk component of benefit risk

Target & patient/disease context Safety Profile

Cross functional aligned view on safe Risk
Molecule at each ID 5 Y Management

assessment
*Prepare risk communications for governance
kand regulatory interactions

+Comprehensive evaluation of clinical and

+Specify & quantify risk in population (incl assess-
preclinical findings incl me ina&si tion

ment of Right Safety; 5Rs) supported by modeling

Predict -Identify safety infi ti led includil Interpret | *Assess potential impact on safety TPP and benefit-
Safety j e & Integrate L
Profile | -Create/Refine Safety Strategy, incl $5aMT- Safety Data +Define/revise the safety risk profile
plan/RMP -Develop/refine risk mitigati inimizati trategy
3 | *Further develop program level safety 4a \ I'E:;Iuat'o" cf aafety signala et progs
Desi | strategy including safety Go-NoGo Identify & %
2 ::l:g';o | “Develop program specific safety 2 ::Iuﬁa!:e s:l"ar:l:; refine the program level safety
P | requirements to feed into trial design Safety | saf I 2 a tion f
Henans *Safety modeling and simulation ’ afcty plapning end picparstion fog

Signals governance

7

*Medical review of
Process

individual case reports

Case Reports

products post-launch

«CDS

8 *‘RMP

+Safety strategy
-PBRER/PSUR

-Reg response, 15-day report
-BRAT

Report
Emerging
Risk Profile

2

sb *Create messages on safety profile and risk
mitigation

+Provide risk component of benefit risk
assessment

*Prepare risk ications for go

\and regulatory interactions

Communicate
Safety Profile
Risk
Management

Process
Individual
Case Reports

*Medical review of
individual case reports

3

-Specify & quantify risk in population (incl assess-

4b Evaluation of safety signals at programme ment of Right Safety; 5Rs) supported by modeling
level 5b *Assess potential impact on safety TPP and benefit-
Identify & +Further refine the program level safety Interpret risk assessment
Evaluate strategy & Integrate *Define/revise the safety risk profile
Safety +Safety planning and preparation for Safety Data -Develop/refine risk mitigation/minimization strategy
Signals governance *Co-ordination of risk t activities (in

RMP)




Suppl. Fig. 2.
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