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Table 1: Common Elements in Intervention Ensembles

Treatment elements
dose

schedule
administration / target
co-intervention

risk mitigation

timing of delivery

Examples

mg/kg; cells; vector particles...
daily; 4x weekly w/ 2 wk holidays...
infusion; oral; intratumoral...
radiotherapy; immunosuppression...

cardiac monitoring; liver enzymes...

symptom onset; 12 hours after event...

Cetuximab
250mg/m2
weekly until disease progression

intravenous infusion

serum electrolytes monitoring

after irinotecan or oxaliplatin failure

Belimumab

10 mg/kg

3x @ 2-wk intervals; 4-wk intervals after
intravenous infusion

standard of care

monitor patients for hypersensitivity

Gene transfer for ADA-SCID
>8x1076 cells

intravenous infusion

nonmyeloablative conditioning

3 weeks after stopping PEG-ADA

Popuation elements

diagnostic criteria

marker positivity; diagnostic score...

KRAS mutation in codon 12 or 13

a-nuclear Ab titer >1:80 and/or a.-dsDNA

contraindications concurrent infection; clotting disorder... prior anaphylaxis to belimumab neutralizing Abs to vector (AAVS)
indications disease; injury; at-risk population... metastatic colorectal cancer active systemic lupus erythematosus (SLE) ADA-SCID

age adults nongeriatric adults children

Outcome elements

endpoint change on scale; time to event... survival SLE responder index immune system reconstitution
duration short term; "long term" remission... 1 year permanent









Table 1: Common Elements in Intervention Ensembles

Treatment elements Examples Cetuximab Belimumab Gene transfer for ADA-SCID

dose mg/kg; cells; vector particles… 250mg/m2 10 mg/kg ≥8x10^6 cells

schedule daily; 4x weekly w/ 2 wk holidays... weekly until disease progression 3x @ 2-wk intervals; 4-wk intervals after

administration / target infusion; oral; intratumoral… intravenous infusion intravenous infusion intravenous infusion

co-intervention radiotherapy; immunosuppression… standard of care nonmyeloablative conditioning

risk mitigation cardiac monitoring; liver enzymes… serum electrolytes monitoring monitor patients for hypersensitivity

timing of delivery symptom onset; 12 hours after  event… after irinotecan or oxaliplatin failure 3 weeks after stopping PEG-ADA

Popuation elements

diagnostic  criteria marker positivity; diagnostic score… KRAS mutation in codon 12 or 13

a

-nuclear Ab titer ≥1:80 and/or 

a

-dsDNA

contraindications concurrent infection; clotting disorder… prior anaphylaxis to belimumab neutralizing Abs to vector (AAV8)

indications disease; injury; at-risk population… metastatic colorectal cancer active systemic lupus erythematosus (SLE) ADA-SCID

age adults nongeriatric adults children

Outcome elements

endpoint change on scale; time to event… survival SLE responder index immune system reconstitution

duration short term; "long term" remission… 1 year permanent






