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PART A: Core study information

1. Question Control 1 - The short title of the research
2. Submission date
3. Question A1 - Title of the research
4. Question A2-1 - Educational projects
5. Question A3-1 - Chief Investigator (CI)
6. Question A3-2 - ORCID ID
7. Question A4 - Central study coordinator
8. Question A5-1 - Reference numbers
9. Question A5-1 - Options for registration
10. Question A5-1 - Options for registration
11. Question A5-2 - Links with previous studies or other applications
12. Question A6-1 - Summary of the study
13. Question A6-2 - Summary of main issues
14. Question A7 - Methodology description
15. Question A8 - Type of medicinal trial
16. Question A10 - Research questions/objectives
17. Question A11 - Research questions/objectives
18. Question A12 - Scientific justification for the research
19. Question A13 - Design and methodology
20. Question A14-1 - Patient/public involvement
21. Question A14-2 - Acceptability of using identifiable data without consent
22. Question A15 - Sample group or cohort
23. Question A16 - First-in-human clinical trials
24. Question A18 - Research procedures to be undertaken
25. Question A19 - Research procedures to be undertaken
26. Question A20 - Withdrawal of treatment or other services normally provided.
27. Question A21 - Duration of study for each participant
28. Question A22 - Potential risks and burdens
29. Question A23 - Disclosure of information from interview/questionnaire
30. Question A24 - Benefits to the research participant
31. Question A25 - Arrangements at the
32. Question A26 - Potential risks to the researchers
33. Question A27-1 - Identifying potential participants
34. Question A27-2 - Screening of identifiable personal information
35. Question A27-3 - Screening of identifiable personal information
36. Question A27-4 - Access to personal data outside the care team
37. Question A27-5 - Consent to access identifiable data
38. Question A28 - Advertisements
39. 
40. Question A29 - Approaching participants
41. Question A30-1 - Informed consent
42. Question A30-2 - Recording consent in writing
43. Question A30-3 - Justification for not seeking consent to process identifiable data
44. Question A31 - Time allowed to decide to take part
45. Question A32 - Multiple participation
46. Question A33-1 - Research participants who may have difficulties in adequate understanding of
47. Question A34 - Providing information during the study
48. Question A35 - Loss of capacity to consent
49. Question A36 - Data processing activities
50. Question A37 - Physical security of data storage
51. Question A38 - Confidentiality of data
52. Question A39 - Separation of identifiers from clinical data
53. Question A40 - Access to personal data during the study
54. Question A41 - Analysis of data and location
55. Question A42 - Data custodian
56. Question A43 - Retention of identifiable data
57. Question A44 - Data storage
58. Question A45 - Data storage
59. Question A46 - Payment to research participants
60. Question A47 - Payment to researchers
61. Question A48 - Conflicts of interest
62. Question A49-1 - General Practitioner
63. Question A49-2 - Permission to notify the GP
64. Question A50 - Study registration
65. Question A51 - Dissemination of results and publication
66. Question A52 - Ensuring anonymity of identifiable data in publications
67. Question A53 - Informing participants of the results>
68. Question A54 - Scientific critique
69. 
70. Question A55 - Assessment by Expert Advisory Group and CHM
71. Question A56 - Statistical review
72. Question A57 - Primary outcome measure
73. Question A58 - Secondary outcome measures
74. Question A59 - Sample size
75. Question A61 - Randomisation
76. Question A62 - Methods of analysis
77. Question A63 - Other key collaborators
78. Question A64-1 - The sponsor is the individual, company, institution or organisation, which
79. Question A65 - Funding
80. Question A66 - Subcontractors
81. Question A67 - Previous rejection of the research by an ethics committee
82. Question A68-1 - Lead R&D contact
83. Question A68-2 - Details of Local Clinical Research Network (LCRN) partner NHS Organisations can
84. Question A72 - Host organisations
85. Question A73-1 - Identification of participants
86. Question A74 - Monitoring and auditing research
87. Question A75-1 - Data Monitoring Committee
88. Question A76-1 - Liability arising from the management of the research
89. Question A76-2 - Liability arising from the design of the research
90. Question A76-3 - Liability arising from the conduct of the research
91. Question 76-5 Guidance - A76-5 Industry guidelines on compensation and insurance arrangements for Phase 1
92. Question 76-5 Conditions - A76-5
93. Question A77 - Compensation for harm where liability does not arise
94. Question A78 - Intellectual property
Part B Section 1: Medicinal Products

1. Part B Section 1: Medicinal Products
2. Question 14 - This question applies to sites where the qualified person certifies batch
3. Question 15-1 - Product Name
4. Question 15-1 - Product Code
5. Question 15-1 - Question 15-1 - Anatomical Therapeutic Chemical (ATC)


Part B Section 2: Medical Devices

1. Question 1 - Manufacturer
2. Question 2 - Details of medical devices
3. Question 2 - More than one investigational device?
4. Question 1 - First submission to MHRA or re-submission?
5. Question 3 - Notified Body approval of quality system or process
6. Question 4 - Class of device
7. Question 5 - Multi-country investigations
8. Question 6 - Number of devices in the trial
9. Question 7 - Single site or multi-site trial?
10. Question 9 - Additional Clinical Investigators
11. Question 10-1 - Substance or human blood derivative referred to in Section 7.4 of Annex 1
12. Question 10-2 - Active Implantable Device
13. Question 10-3 - Tissue of animal origin


Part B Section 3: Ionising Radiation

1. Part B Section 3: Ionising Radiation
2. Question A1 - Details of radioactive materials
3. Question B1 - Details of other ionising radiation
4. Questions C1-C3 - Dose and risk assessment
5. Questions D1-D3 - Clinical assessment


Part B Section 4: Existing Samples

1. Question 1 - Type of human tissue or other biological material
2. Question 2 - Anonymisation of samples
3. Question 3 - Consent
4. Question 4 - Consent
5. Question 5 - Consent
6. Question 6 - Use of tissues or cells for human application
7. Question 7 - Licensing arrangements for research involving human application
8. Question 8 - Types of test or analysis
9. Question 9 - Analysis or use of genetic material
10. Question 10 - Findings of clinical significance
11. Question 11 - Arrangements to notify individuals of clinically significant findings
12. Question 12 - Holder of the samples
13. Question 13 - Imported samples
14. Question 14 - Storage of samples
15. Question 15 - Further storage or disposal of samples at the end of the project


Part B Section 5: New Samples

1. Question 1 - Type of human tissue or other biological material
2. Question 2 - Collection of samples
3. Question 4 - Informed consent
4. Question 5 - Samples from the deceased
5. Question 6 - Use of tissues or cells for human application
6. Question 7 - Licensing arrangements for research involving human application
7. Question 8 - Anonymisation of samples
8. Question 9 - Types of test or analysis
9. Question 10 - Analysis or use of genetic material
10. Question 11 - Findings of clinical significance
11. Question 12 - Arrangements to notify individuals of clinically significant findings
12. Question 13 - Storage of samples
13. Question 14 - Further storage or disposal of samples at the end of the project


Part B Section 8: CAG Information

1. Question 1 - HES data
2. Question 2 - Description of patient information
3. Question 6 - Justification for use of identifiable patient data
4. Question 11 - Classes of Section 251 support
5. Question 12 - Compliance with the data protection principles
6. Question 13 - Self-assessment
7. Question 14 - Information Guardian
8. Question 16 - Other information

Part B: Section 9: Information Security

1. Question 2 - Measures to limit use of identifiable patient data
2. Question 3 - Compliance with information security standards
3. Question 5 - Data Protection Registration


Part C: Research sites and investigators

1. Part C: Host organisations for research sites.
2. Create NHS SSI
3. Create ARSAC RCA


PART D: Declarations

1. Question D1 - D1. Declaration by Chief Investigator
2. Question D1-1 - Declaration by Chief Investigator
3. Question D1-10 - The Data Protection Act 1998 was replaced by the Data Protection Act 2018 on 23
4. Question D1 - Publication of lay summary and ethical opinion
5. Question D2 - Declaration by the sponsor's representative
6. Question D2: HRA Requirement to Register Clinical Trials as a Condition of REC Favourable Opinion - HRA Requirement to Register Clinical Trials as a Condition of REC Favourable
7. Question D2 - Publication of lay summary and ethical opinion
8. Question D3 - Declaration for student projects by academic supervisor
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