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Formulation Unit
ÅRemit 

To develop novel anti-cancer drugs selected by CancerResearch 
UK New Agents Committee for Phase I and II Clinical Trial

Pharmaceutical Translation Research

ÅEstablished in 1983

Bench to Bedside ςPowder to Product ςMolecule to Medicine

Pharmaceutical Development
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Formulation

ÅMultiple factors

ÅOne goal
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ÅEarly Projects

ÅResearch Advances

ÅRecent Projects

ÅCurrents Trends

ÅPotential Answers



Early Example - 1984
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Early Projects
ÅMany and varied

Exact number unknown

ÅSmall molecules
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ClinicalTrials

Å1, 2, 4-triglycidyl 
urazol

ÅStarting Dose

30mg/m2 escalated 
to 900mg/m

ÅToxicity

ÅMyelosuppression
, nausea, 
vomiting, phlebitis

ÅRH1

ÅEligibility 
criteria

Proven cancer, 
refractory to 
treatment, no 
conventional 
therapy, >18 yrs, 
life expectancy >3 
months

TumourType No

Colorectal 8

Gastric 3

NSCLC 2

Melanoma 2

Merkelcell 
carcinoma

1

Pancreatic 1

Renal 1



Common Issues

ÅPharmacology

Cytotoxic chemotherapy

Limitedadministration

ÅMajority of formulations injections

ÅDrug solubility

Range of formulation techniques applied

ÅDrug stability

Hydrolytic ςlyophilisation

Non-hydrolytic ςphysicochemistry

ÅGeneral trials



Research Advances

Å Imatinibς2001

ά5ŀǿƴ ƻŦ ǘŀǊƎŜǘŜŘ ǘǊŜŀǘƳŜƴǘǎέ



VeryDifferent Drugs

sorafenib

nilotinib

imatinib Solubility 200mg/ml
Oral Bioavailability 98% 

Solubility sparingly
Oral Bioavailability 31% 

Solubility (1:2 DMSO:PBS) 0.3mg/ml
Oral Bioavailability 50% 


