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FAQs about the SACT dataset and its role in the NICE Cancer Drug Fund 

process 

The National Institute for Health and Care Excellence (NICE) review all new cancer 

treatments and make recommendations as to whether the treatment is clinically and 

cost effective and should therefore be routinely commissioned within the NHS. 

If the NICE committee considers that a drug has plausible potential to satisfy the 

criteria for routine commissioning but there is significant remaining clinical 

uncertainty which needs more investigation through the collection of additional data, 

NICE can recommend that a treatment for use in the Cancer Drugs Fund (CDF). 

The CDF allows patients to have managed access to a cancer drug whilst additional 

data is collected to address areas of committee uncertainty. Data may be collected 

through ongoing clinical trials and/or through real-world use of the treatment in the 

NHS. The Systemic Anti-Cancer Therapy (SACT) dataset is used to collect data on 

real-world treatment use.  

Further background information on the CDF can be found here 

This is a working document which provides information on frequently asked 

questions including the background of the CDF, defining the data items collected in 

the SACT Dataset and explaining how SACT data collected by trusts is used, 

including governance arrangements in line with current legislation. We also 

acknowledge trust difficulties with the collection of data and have offered sources of 

support. 

 

SACT dataset - overview 

Q1. Why is the SACT dataset used for the evaluation of treatments in the CDF? 

A1. The SACT dataset provides a unique opportunity to evaluate real-world 

treatment patterns and outcomes during a period of managed access, generally 2-5 

years.  

The key strength of the SACT database is the detailed clinical information collected 

with whole population coverage for England. The completeness and population-

based design of the data source minimises patient selection bias and provides a  

http://www.nice.org.uk/about/what-we-do/our-programmes/nice-guidance/nice-technology-appraisal-guidance/cancer-drugs-fund


Page 2 of 10 

 

 

 

comprehensive picture of current clinical practice. For example, the SACT dataset 

can provide real-world treatment uptake, treatment duration and overall survival 

data. 

Analysis conducted on the dataset can be used to help answer areas of NICE 

committee uncertainty at the end of the CDF data collection period. 

 

Q2. Why is the SACT data collection the preferred option for real-world, 

observational data collection in the CDF?  

A2. SACT data collection is used to help answer areas of NICE committee 

uncertainty for 6 main reasons:  

• The SACT dataset is nationally mandated as part of the Health and Social 

Care Information Standards. This is listed as a Schedule 6 information 

requirement within the NHS Standard Contract; it is therefore nationally 

representative, routinely collected data.  

• The SACT dataset collects data on all systemic anti-cancer treatments and 

has coverage of all tumour groups.  

• The SACT dataset can be linked to other datasets such as Hospital Episode 

Statistics (HES) and the National Cancer Registry. These datasets offer 

additional information on the treatment and care received by cancer patients, 

if this is needed to address areas of committee uncertainty.  

• The SACT dataset, as part of the NCRAS, collects data under Regulation 2 of 

the Health Service (Control of Patient Information) Regulations 2002 and 

Section 251 of the National Health Service Act 2006. The legislation means 

confidential patient information can be collected without consent in the 

interests of improving patient care. Consequently, the SACT dataset has 

higher national coverage than data collections that must seek explicit patient 

consent.  

• All necessary information governance requirements have been established for 

collection of the SACT dataset and other datasets brought together by PHE, 

and for the sharing of this data back to NHSE-I and NICE.  

• The SACT team at PHE have established relationships with NHS trusts 

through their data liaison team and experience with analysis of NHS outcome 

data supporting an efficient data collection and analysis process.  
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Q3. Is the SACT dataset the only data source used to evaluate technologies 

within the CDF data collection period?  

A3. In most instances, SACT data will be evaluated alongside the results of an 

ongoing clinical trial in order to answer NICE committee uncertainty during the 

CDF funding period. Occasionally, the SACT dataset may be the only data 

source evaluated. 

Occasionally SACT may not be able to provide meaningful data, for example 

where a technology has a short data collection period.  

The most appropriate information sources for data collection are assessed on 

an individual basis for each treatment in the CDF and listed in a Data Collection 

Agreement (DCA).  

 
Q4. Is the SACT dataset the main information used to answer areas on 

NICE committee uncertainty?  

 A4. The SACT dataset can either be the primary or secondary source of 

information.  

Where SACT data is listed as the primary data source in the CDF Data Collection 

Agreement (DCA), it will provide the main information used to answer areas of NICE 

committee uncertainty at the end of the CDF data collection period. In these cases, it 

complements the data from the ongoing clinical trial.  

Where SACT data is the secondary data source, it will provide supportive information 

to answer areas of NICE committee uncertainty. In these cases, an ongoing clinical 

trial will generally act as the primary data source.  

In both cases, the CDF cohort is identified using the NHSE-I prior approval system 

(Blueteq). The identifiers of patients whose treatment is funded by the CDF are shared 

by NHSE-I with PHE for cross-reference to the SACT dataset. This transfer of data is 

governed by a data sharing agreement between Public Health England and NHSE-I. 

More information on the NICE specification for data collection can be found here. 

 

Q5. Can I find out which CDF drugs have an active data collection? 

A5. A list of drugs in the CDF which are subject to an active data collection, is 

available here. This list is updated on a monthly basis. 

http://www.nice.org.uk/Media/Default/About/what-we-do/NICE-guidance/NICE-technology-appraisal-guidance/cancer-drugs-fund/data-collection-specification.pd
http://www.chemodataset.nhs.uk/view?rid=274
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Data items collected in the SACT Dataset 
 
Q6. What data items are collected for CDF drugs in the SACT dataset?  

A6. The same data items are collected for patients receiving treatment with drugs 

within the CDF and other SACT treatments.  Version 3.0 of the SACT dataset 

contains 44 dataset items of which 16 are mandatory.  

If any of the mandatory fields are missing the patient is not accepted by the SACT 

portal at upload and the patient will not be included in the trust’s monthly data upload. 

Further information on dataset items can be found here. 

 
Q7. Is it possible to collect additional data items on CDF drugs within the 

SACT dataset?   

A7. As the SACT dataset is a national clinical dataset, data items can only be 

added or removed following a review by the Information Standards Board. A 

review takes around 18 months to complete making it beyond the scope of the 

data collection agreements. If essential, some additional data can be collected via 

the Blueteq case management system. Where retrospective data is essential, a 

bespoke data collection may be conducted by the team at PHE.   

 

Q8. Are adverse drug reactions reported in the SACT dataset for CDF 

drugs?  

A8. An adverse drug reaction is an unwanted or harmful reaction which occurs after 

administration of a drug or drugs and is suspected or known to be due to the drug.  

Adverse drug reactions are not reported in the SACT dataset, as they are monitored 

by the regulatory body the Medicines and Healthcare products Regulatory Agency 

(MHRA). In addition, adverse events are captured by other datasets, for example, it is 

possible to link SACT data to the HES dataset to determine whether there were 

hospital attendances and admissions which may be indicative of adverse events.  

Medical professionals can find more information on known adverse drug reactions in 

the British National Formulary (BNF), the electronic Medicines Compendium and 

Interactive Drug Analysis Profiles (iDAPs). Clinicians are responsible for reporting 

new adverse reactions, which can be done through the MHRA yellow card reporting 

scheme. 

 

 

http://www.chemodataset.nhs.uk/home
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Analysis of the SACT Dataset 
 
Q9. How is the data analysis plan of the SACT dataset for the CDF determined?  

A9. The pharmaceutical company, NICE, NHSE-I and PHE prepare and agree a 

data collection arrangement with associated timescales during the working group 

meeting. This meeting is held before a treatment enters the CDF.  

A ‘Terms of Engagement’ document will be completed as a treatment enters the 

CDF to outline NICE’s expectation for the company’s submission upon the CDF 

review. This is not a binding document but should provide context for NICE and the 

company in their preparation for the CDF review. Only the analysis required to 

inform the committee’s decision is carried out. 

 
Q10. Who conducts the analysis of the CDF drug data collected via the SACT 

dataset? The pharmaceutical company or Public Health England?  

A10. PHE conducts the analysis of the data collected via the SACT dataset and will 

share the full methodology of the analysis and any assumptions. General 

methodology for analysis can be found here. 

Bespoke methodology developed for specific data collections will be published after 

the NICE final appraisal. The pharmaceutical company may or may not choose to 

include the results of the SACT team’s analysis in their own analysis.  

 

Q11. Do companies have access to the patient-level data collected via the SACT 

dataset on their technology that has been recommended for use within the 

CDF?  

A11. Individual patient data will remain within PHE premises, and there will not be any 

data sharing of individual patient data outside PHE. PHE will be responsible for 

analysing the data, publishing the methodology used and sharing the results of the 

data analyses with NICE and NHSE-I who will then be responsible for sharing these 

with the company and other relevant stakeholders if necessary.  

 

Q12. When will the analysis of the CDF drug using the SACT data take place?  

A12. At the end of the agreed data collection period. Interim analyses will be provided 

in annual reports. Regular updates on the status of SACT data collections will be 

provided to the pharmaceutical company throughout the data collection period via 

email or at teleconference/face-to-face meetings (with NICE, NHSE-I and PHE). 

 

 

 

http://www.chemodataset.nhs.uk/home
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Q13. On average, how long does the analysis of the SACT dataset take PHE to 

conduct after the end of CDF data collection?  

A13. Where SACT data is the primary data source PHE require 4 months from the 

end of data collection for the data to arrive in the SACT database and a further 3 

months to complete the final report.  

Where SACT data is the secondary data source the final report is completed 2 

months after the end of data collection.  

 

Q14. Are companies expected to pay for the collection and analysis of CDF 

drug data in the SACT dataset?  

A14. No, the costs of the data collection and analysis are covered by a partnership 

agreement between PHE and NHSE-I. 

 

Q15. Can companies request additional analyses of the data collected via the 

SACT dataset (outside of the agreement specified in the data collection 

arrangement)?  

A15. Additional requests for data that fall outside the data collection arrangement 

within the Managed Access Agreement will be managed and delivered separately. To 

request any additional data from the SACT dataset there are a number of established 

channels at PHE. For data release a request can be submitted through the Office of 

Data Release at PHE. For aggregate numbers, companies should email 

NCRASenquiries@phe.gov.uk  

 

Q16. Will the results of the data analysis be published by PHE?  

A16. PHE have published a general CDF methodologies document to describe 

analysis routinely conducted to support CDF evaluations. The results of analysis for 

individual treatments in the CDF will be published in the final NICE committee papers. 

An example of the PHE report produced for the NICE appraisal of obinutuzumab with 

bendamustine for treating follicular lymphoma refractory to rituximab can be found 

here. In cases where novel or bespoke analysis is conducted, this may be 

accompanied by publication in a peer-reviewed journal or similar format.  

 

 

 

 

 

https://www.gov.uk/government/publications/accessing-public-health-england-data/about-the-phe-odr-and-accessing-data
https://www.gov.uk/government/publications/accessing-public-health-england-data/about-the-phe-odr-and-accessing-data
mailto:NCRASenquiries@phe.gov.uk
http://www.chemodataset.nhs.uk/view?rid=274
https://www.nice.org.uk/guidance/ta629/evidence/committee-papers-pdf-8720852653
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Monitoring of data collection in the SACT dataset  

Q17. How frequently will Public Health England provide updates to companies 

on patient numbers, completeness and quality of the data?  

A17. Regular updates on the status of SACT data collections will be provided to the 

company throughout the data collection period via email or at teleconference/face-to-

face meeting (with NICE, NHSE-I and PHE). The first SACT data report will be 

available 9 months after data collection commences.  

 

Q18. What mechanisms are in place to ensure high levels of data completeness 

and quality?  

A18. Data completeness is reliant on the quality of data submitted by trusts and varies 

between trusts. The SACT team has implemented initiatives in collaboration with 

NHSE-I to improve the completeness of key data items and has set targets of ≥95% 

completeness for key data items.   

PHE has dedicated data liaison staff who support NHS trusts to submit high-quality 

data. The data liaison team specifically monitors CDF treatments and will actively 

follow any patients with an application for a CDF treatment (as determined by the 

NHSE-I Blueteq system) but who are not present in the SACT dataset. Where 

appropriate, trusts are asked to retrospectively submit missing data for these patients.  

The team at PHE regularly interact with the clinical community to raise awareness of 

the SACT dataset and to gather feedback on areas of unmet clinical need. The team 

at PHE aims to use the SACT data to answer these needs and provide clinically 

valuable information back to the community. This supports continued engagement 

and in the long term improves the quality of data collected. 

 

Research governance and ethics  

Q19. Who owns the data?  

A19. Patients are the sole data owners of any data held by PHE. PHE will act as the 

data controller.  

 

Q20. What arrangements are in place for attaining patient consent?  

A20. NCRAS has been granted specific legal permission to collect information about 

patients with cancer without their consent. This permission was granted to PHE 

through Section 251 of the NHS Act 2006. Every year this support is reviewed by the 

Confidential Advisory Group of the Health Research Authority. The SACT dataset falls 

within this permission.  
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Links to other datasets held by Public Health England  

Q21. Is the SACT dataset linked with any other PHE datasets?   

A21. It is possible to link the SACT dataset to other data sets held by NCRAS using 

patient NHS numbers. Other datasets held by NCRAS can be found here.  

If there is a specific need to answer NICE committee uncertainty, it may be possible 

to link SACT to wider datasets held by PHE, for example the radiotherapy dataset 

(RTDS), however this is not routinely conducted. 

 

Key contacts 

For further information or support regarding SACT data collections please contact: 

Emma Kent, NICE Data Collection Manager, National Institute for Health and Care 

Excellence 10 Spring Gardens | London SW1A 2BU | United Kingdom Tel: 0207 045 

2305 Email: Emma.Kent@nice.org.uk  

Claire Joussot, PHE Project Manager, Wellington House 133-155 Waterloo Road | 

London SE1 8UG | United Kingdom Tel: 020 3682 0164 Email: 

claire.joussot@phe.gov.uk

http://www.ncin.org.uk/collecting_and_using_data/
mailto:Emma.Kent@nice.org.uk
mailto:claire.joussot@phe.gov.uk
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