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2When does the protocol get made?
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3The Purpose of a Clinical Trial Protocol
• Describe the objectives, design, methods, data analysis, and 

how to perform the specific trial. 
• Provide the background/reason for conducting a study, 

research questions, and ethical concerns.  
• Trial protocols must meet GCP/Ethical standards so they are 

used for review by the IR 
• A ton of stakeholders benefit from the protocol even after the 

end of the trial
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4What is in a Clinical Trial Protocol?
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5What is in a Clinical Trial Protocol? Example
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6The Clinical Trial Protocol Lifecycle 
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7What is a Clinical Trial Protocol?
• The protocol is a document that 

turns a research question into a 
study which allows you to answer 
that question.   

• It is important that a protocol is 
thorough enough to fully instruct 
the research team in  

1) how to run the study,  
2) to ensure that the outcome 
of the trial is the ‘right’ answer 
(i.e. is reliable), and  
3) that the outcome has been 
obtained ethically and safely. 
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8What will a protocol do?
• A protocol will: 

1. It states the question you want to answer. 
2. It encourages you to plan the project in detail, before you start. 
3. It allows you to see the total process of your project. 
4. It acts as a guide for all personnel involved in the project. 
5. It acts as a ‘reminder’ to you and your supervisor (or co-workers) of the 

initial structure and aims of the project. 
6. It enables you to monitor the progress of the project. 
7. It is necessary if you need to apply for funding or IRB approval.
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9Key features of a protocol
• Scientific rationale to justify conduct of the study 
• Details sufficient for repetition by other PIs, publication, and inclusion in a meta-

analysis; 
• Scientifically sound and appropriate study design 
• Study population clearly defined (inclusion and exclusion criteria) 
• All procedures sufficiently specified such that: 

• Study coordinator can ensure study visits completed correctly; 
• Measurements in detail so the data manager can create case report forms; 

and 
• Study team can perform measurements in a consistent, reproducible 

manner. 
• Analysis plan and sample size complete, including methods for: 

• Allocation assignment and blinding methods; 
• Blinding of treatments; 
• Analysis of primary and secondary endpoints in sufficient details for 

scientific review and allow a statistician to repeat the analysis; 
• Sufficient detail for journal publication (compliant with reporting guidelines) 

• Cogent and complete discussion of ethical issues for IRB/regulatory approval
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10What is in a Clinical Trial Protocol? - SPIRIT Checklist  
Section/item ItemN

o
Description

Administrative information

Title 1 Descriptive title identifying the study design, population, interventions, and, if applicable, trial acronym

Trial registration 2a Trial identifier and registry name. If not yet registered, name of intended registry

2b All items from the World Health Organization Trial Registration Data Set

Protocol version 3 Date and version identifier

Funding 4 Sources and types of financial, material, and other support

Roles and responsibilities 5a Names, affiliations, and roles of protocol contributors

5b Name and contact information for the trial sponsor

5c Role of study sponsor and funders, if any, in study design; collection, management, analysis, and interpretation of data; writing of the 
report; and the decision to submit the report for publication, including whether they will have ultimate authority over any of these 
activities

5d Composition, roles, and responsibilities of the coordinating centre, steering committee, endpoint adjudication committee, data 
management team, and other individuals or groups overseeing the trial, if applicable (see Item 21a for data monitoring committee)

Introduction

Background and rationale 6a Description of research question and justification for undertaking the trial, including summary of relevant studies (published and 
unpublished) examining benefits and harms for each intervention

6b Explanation for choice of comparators

Objectives 7 Specific objectives or hypotheses

Trial design 8 Description of trial design including type of trial (eg, parallel group, crossover, factorial, single group), allocation ratio, and framework 
(eg, superiority, equivalence, noninferiority, exploratory)
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11What is in a Clinical Trial Protocol? - SPIRIT Checklist  

Methods: Participants, interventions, and outcomes

Study setting 9 Description of study settings (eg, community clinic, academic hospital) and list of countries where data will be collected. Reference to where list of study 
sites can be obtained

Eligibility criteria 10 Inclusion and exclusion criteria for participants. If applicable, eligibility criteria for study centres and individuals who will perform the interventions (eg, 
surgeons, psychotherapists)

Interventions 11a Interventions for each group with sufficient detail to allow replication, including how and when they will be administered

11b Criteria for discontinuing or modifying allocated interventions for a given trial participant (eg, drug dose change in response to harms, participant request, or 
improving/worsening disease)

11c Strategies to improve adherence to intervention protocols, and any procedures for monitoring adherence (eg, drug tablet return, laboratory tests)

11d Relevant concomitant care and interventions that are permitted or prohibited during the trial

Outcomes 12 Primary, secondary, and other outcomes, including the specific measurement variable (eg, systolic blood pressure), analysis metric (eg, change from 
baseline, final value, time to event), method of aggregation (eg, median, proportion), and time point for each outcome. Explanation of the clinical relevance 
of chosen efficacy and harm outcomes is strongly recommended

Participant timeline 13 Time schedule of enrolment, interventions (including any run-ins and washouts), assessments, and visits for participants. A schematic diagram is highly 
recommended (see Figure)

Sample size 14 Estimated number of participants needed to achieve study objectives and how it was determined, including clinical and statistical assumptions supporting 
any sample size calculations

Recruitment 15 Strategies for achieving adequate participant enrolment to reach target sample size
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12What is in a Clinical Trial Protocol? - SPIRIT Checklist  
Methods: Assignment of interventions (for controlled trials)

Allocation:

Sequence generation 16a Method of generating the allocation sequence (eg, computer-generated random numbers), and list of any factors for stratification. To reduce 
predictability of a random sequence, details of any planned restriction (eg, blocking) should be provided in a separate document that is 
unavailable to those who enrol participants or assign interventions

Allocation 
concealment 
mechanism

16b Mechanism of implementing the allocation sequence (eg, central telephone; sequentially numbered, opaque, sealed envelopes), describing any 
steps to conceal the sequence until interventions are assigned

Implementation 16c Who will generate the allocation sequence, who will enrol participants, and who will assign participants to interventions

Blinding (masking) 17a Who will be blinded after assignment to interventions (eg, trial participants, care providers, outcome assessors, data analysts), and how

17b If blinded, circumstances under which unblinding is permissible, and procedure for revealing a participant’s allocated intervention during the trial

Methods: Data collection, management, and analysis

Data collection methods 18a Plans for assessment and collection of outcome, baseline, and other trial data, including any related processes to promote data quality (eg, 
duplicate measurements, training of assessors) and a description of study instruments (eg, questionnaires, laboratory tests) along with their 
reliability and validity, if known. Reference to where data collection forms can be found, if not in the protocol

18b Plans to promote participant retention and complete follow-up, including list of any outcome data to be collected for participants who discontinue 
or deviate from intervention protocols

Data management 19 Plans for data entry, coding, security, and storage, including any related processes to promote data quality (eg, double data entry; range checks 
for data values). Reference to where details of data management procedures can be found, if not in the protocol

Statistical methods 20a Statistical methods for analysing primary and secondary outcomes. Reference to where other details of the statistical analysis plan can be found, 
if not in the protocol

20b Methods for any additional analyses (eg, subgroup and adjusted analyses)

20c Definition of analysis population relating to protocol non-adherence (eg, as randomised analysis), and any statistical methods to handle missing 
data (eg, multiple imputation)
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13What is in a Clinical Trial Protocol? - SPIRIT Checklist  

Methods: Monitoring

Data monitoring 21a Composition of data monitoring committee (DMC); summary of its role and reporting structure; statement of whether it is independent from the 
sponsor and competing interests; and reference to where further details about its charter can be found, if not in the protocol. Alternatively, an 
explanation of why a DMC is not needed

21b Description of any interim analyses and stopping guidelines, including who will have access to these interim results and make the final decision to 
terminate the trial

Harms 22 Plans for collecting, assessing, reporting, and managing solicited and spontaneously reported adverse events and other unintended effects of trial 
interventions or trial conduct

Auditing 23 Frequency and procedures for auditing trial conduct, if any, and whether the process will be independent from investigators and the sponsor
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14What is in a Clinical Trial Protocol? - SPIRIT Checklist  
Ethics and dissemination

Research ethics approval 24 Plans for seeking research ethics committee/institutional review board (REC/IRB) approval

Protocol amendments 25 Plans for communicating important protocol modifications (eg, changes to eligibility criteria, outcomes, analyses) to relevant parties (eg, 
investigators, REC/IRBs, trial participants, trial registries, journals, regulators)

Consent or assent 26a Who will obtain informed consent or assent from potential trial participants or authorised surrogates, and how (see Item 32)

26b Additional consent provisions for collection and use of participant data and biological specimens in ancillary studies, if applicable

Confidentiality 27 How personal information about potential and enrolled participants will be collected, shared, and maintained in order to protect confidentiality before, 
during, and after the trial

Declaration of interests 28 Financial and other competing interests for principal investigators for the overall trial and each study site

Access to data 29 Statement of who will have access to the final trial dataset, and disclosure of contractual agreements that limit such access for investigators

Ancillary and post-trial care 30 Provisions, if any, for ancillary and post-trial care, and for compensation to those who suffer harm from trial participation

Dissemination policy 31a Plans for investigators and sponsor to communicate trial results to participants, healthcare professionals, the public, and other relevant groups (eg, 
via publication, reporting in results databases, or other data sharing arrangements), including any publication restrictions

31b Authorship eligibility guidelines and any intended use of professional writers

31c Plans, if any, for granting public access to the full protocol, participant-level dataset, and statistical code

Appendices

Informed consent materials 32 Model consent form and other related documentation given to participants and authorised surrogates

Biological specimens 33 Plans for collection, laboratory evaluation, and storage of biological specimens for genetic or molecular analysis in the current trial and for future use 
in ancillary studies, if applicable
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15Difference between Grant vs. Protocol vs. Operations
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16Step 1: Screened, Enrolled, and Evaluable
• First estimate the # of subjects you need to screen 

and factor in eligibility/drop-outs in order to have 
enough power to prove significant outcomes.  

• Screened: assessed for eligibility for the study 
(i.e. compared patient information against 
inclusion/exclusion criteria; may need prior IRB 
approval, HIPAA Auth, or consent in some cases) 

• Enrolled: all subjects who have 1) consented to 
screening (eligible or not) OR 2) met criteria 
for participation in the main study (even if 
withdrew later on/never got investigational 
drug) 

• Evaluable: all subjects whose data can be used 
in the final analysis data set (patients can be 
evaluable for some endpoints or all i.e. all 4 
samples needed for evaluating PK outcomes vs 
only 2 samples to evaluate safety outcomes)
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17Writing A Clinical Trial Protocol
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18Writing A Clinical Trial Protocol
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• The synopsis is a 1-4 page outline of the study in miniature.  
• It enables investigators, study coordinators, IRB reviewers and 

regulatory personnel and auditors to quickly acquaint themselves with 
the study.  

• The synopsis should be brief. It is not necessary to write complete 
sentences for many sections, bullet points often suffice.

Protocol Preface: Synopsis
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20Protocol Preface: Synopsis Template
Title: <Full title>

Study Description: Provide a short description of the protocol, including a brief 
statement of the study hypothesis. This should be only a few 
sentences in length. A detailed schematic describing all visits and a 
schedule of assessments should be included in the Schema and 
Schedule of Activities, Sections 1.2 and 1.3, respectively.

Objectives: Include the primary and secondary objectives. These objectives 
should be the same as the objectives contained in the body of the 
protocol. These align with Primary Purpose in clinicaltrials.gov.

<Primary Objective:

Secondary Objectives: >

Endpoints: Include the primary endpoint and secondary endpoints. These 
endpoints should be the same as the endpoints contained in the 
body of the protocol. These align with Outcome Measures in 
clinicaltrials.gov.  
<Primary Endpoint: 
Secondary Endpoints: >

Study Population: Specify the sample size, gender, age, demographic group, general 
health status, and geographic location.

Phase: <2 or 3 or N/A> Phase applies to drugs and biologics.

Description of Sites/
Facilities Enrolling 
Participants:

Provide a brief description of planned facilities/participating sites 
enrolling participants. Indicate general number (quantity) of sites 
only and if the study is intended to include sites outside of the 
United States.

Description of Study 
Intervention:

Describe the study intervention. If the study intervention is a drug 
or biologic, include dose and route of administration.  For devices, 
provide a description of each important component, ingredient, 
property and the principle of operation of the device.

Study Duration: Estimated time (in months) from when the study opens to 
enrollment until completion of data analyses.

Participant Duration: Time (e.g., in months) it will take for each individual participant 
to complete all participant visits.
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Synopsis Full Example
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• When the design is less straightforward, a flow diagram helps explain 
the groups to which subjects will be assigned and how they will 
proceed through the trial phases.  

Protocol Preface: Schema/Flowchart
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23Protocol Preface: Schema Template
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24
Protocol flowcharts sometimes mimic CONSORT flowcharts  
but leave the N value blank since subjects haven’t enrolled yet.
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25

multiple end-point visits

cross-over trial

multiple treatment arms multiple treatment arms
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• A table listing the study procedures and the timing of procedures helps 
provide a summary for investigative team members and for reviewers.  

• Since the table provides a rapid reference for the timing of all study 
procedures, this table aids the investigative team maintain a compliant 
trial.

Protocol Preface: Schedule of Activities



Copyright 
Certified Clinical Research Professionals Society Corporation

27Protocol Preface: Schedule of Activities Template
Screenin

g 
Day -7 
to -1

Enrol
lmen
t/

Basel
ine 
Visit 

1

Study 
Visit 

2  
Day 7 

Study 
Visit 

3 
Day 
14

Study 
Visit 

4 
Day 
21

Study 
Visit 

5 
Day 
28

Study 
Visit 

6 
Day  
35

Study 
Visit 

7 
Day 
42

Study 
Visit 

8 
Day 
49

Study 
Visit 

9 
Day 
56

Study 
Visit 
10 
Day 
63

Study 
Visit 
11 
Day 
70

Study 
Visit 
12 
Day 
77

Final Study Visit 
13  

Day 84 +/-1 day

Enrollment

Informed consent X

Demographics X

Medical history X

Intervention

Drug Y 

Placebo  

Assessments

Physical exam (including height and 
weight) X X X X X X

Vital signs X X X X X X

Weight X X X X X X X X

Performance status X X X X X X X X

Hematology X X X X X X X X X X X X X X

serum chemistry a X X X X X X X X X X X X X X

Pregnancy test b X

Procedures

EKG (as indicated) X

Adverse event review and evaluation X X---------------------------------------------------------------------------------------------X X

Radiologic/Imaging assessment X X X X

Complete Case Report Forms (CRFs) X X X X X X X X X X X X X X
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28Protocol Preface: Schedule of Activities Examples
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29Protocol Preface: Abbreviations
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30Protocol Preface: Compliance Statement
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31Protocol Preface: Key Roles
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• The background and rationale should be no more than 3-5 pages.  
• It is appropriate to reference the Investigator's Brochure, the full grant, 

or 1-3 attached key references from the literature for more detailed 
information.  

• Information about the study intervention, summary of the non-clinical 
data and clinical data, and a review of the literature are all part of this 
section.  

• If the study involves the administration of a drug or biologic, a 
justification of the dosage and dosing interval should be provided. 

• A compliance statement is included stating research will be conducted in 
accordance with regulations and hospital and IRB policies.

Protocol Introduction
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33Protocol Introduction: Rationale and Background
 1. Study Rationale  
State the problem or question (e.g., describe the population, disease, current standard of care, if 
one exists, and limitations of knowledge or available therapy) and the reason for conducting the 
clinical trial 

 2. Background  
This section should include:  
 • A summary of findings from nonclinical in vitro or in vivo studies that have potential clinical 

significance  
 • A summary of relevant clinical research and any history of human use or exposure to the 

study intervention, including use in other countries, and clinical pharmacology studies 
 • Discussion of important literature and data that are relevant to the trial and that provide 

background for the trial (reference citations should be listed in Section 11, References)  
 • Applicable clinical, epidemiological, or public health background or context of the clinical trial 
 • Importance of the clinical trial and any relevant treatment issues or controversies  
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34Protocol Introduction: Rationale and Background
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35Protocol Introduction: Risk-Benefit Analysis
 3.1.Known Potential Risks  
Include a discussion of known potential risks from either clinical or nonclinical studies.  If a 
package insert or device labeling from a licensed or approved product is available, it should 
be used as the primary source of risk information. If the product is investigational, the IB 
should be the primary source of the risk information. In addition, relevant published 
literature can also provide relevant risk information. If the risk profile cannot be described 
from the package insert, device labeling, or the IB, the risk information discussion will result 
from published literature and should be included and referenced appropriately.  
Describe any physical, psychological, social, legal, economic, or any other risks to 
participants by participating in the study that the Principal Investigator (PI) foresees, 
addressing each of the following:  
 • Immediate risks  
 • Long-range risks  
 • If risk is related to proposed procedures included in the protocol, describe alternative 

procedures that have been considered and explain why alternative procedures are not 
included
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36Protocol Introduction: Risk-Benefit Analysis
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37Protocol Introduction: Risk-Benefit Analysis
 3.2.Known Potential Benefits  
Include a discussion of known potential benefits from either clinical or nonclinical studies.  If a 
package insert or device labeling from a licensed or approved product is available, it should be used 
as the primary source of potential benefit information. If the product is investigational, the IB should 
be the primary source of the potential benefit information. In addition, relevant published literature can 
also provide potential relevant benefit information. If the potential benefit cannot be described from 
the package insert, device labeling, or the IB, the potential benefit information discussion will result 
from published literature and should be included and referenced appropriately. 
Describe any physical, psychological, social, legal, or any other potential benefits to individual 
participants or society in general, as a result of participating in the study, addressing each of the 
following:  
 • Immediate potential benefits 
 • Long-range potential benefits 
Note that payment to participants, whether as an inducement to participate or as compensation for 
time and inconvenience, is not considered a “benefit.” Provision of incidental care is also not to be 
considered a benefit. 
 3.3.Assessment of Potential Risks and Benefits  
Include an assessment of known potential risks and benefits, addressing each of the following: 
 • Rationale for the necessity of exposing participants to risks and a summary of the ways that risks 

to participants were minimized in the study design 
 • Justification as to why the risks of participation in the study outweigh the value of the information 

to be gained 
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38Protocol: Study Objectives
•The study objectives (or aims) should be 

broken down into primary and 
secondary objectives.  

•Objectives need to be specific to the 
intervention  

• - for a drug, they should specify the 
dosage level, route, frequency and 
duration of administration and in a 
defined population  

• - "does the study drug reduce blood 
pressure when administered twice a day 
as an oral liquid, at a dose of 50 mg, in 
children age 6-12 years who have 
moderate hypertension".  

• “The primary objective is to determine (or 
evaluate) the... (efficacy, 
pharmacokinetics, safety, etc.)... of the 
study intervention…” 

•The primary objective serves as the 
basis of the sample size.  

•Secondary objectives may be 
exploratory or hypothesis generating 
and the study may not be powered to 
achieve these objectives. 

•Each objective has a corresponding 
endpoint and a corresponding analysis 
plan.  

•The endpoints in the IRB's protocol 
templates are located in the analysis 
section.  

•Some protocols include a table that maps 
each objective to its endpoint and 
corresponding analysis plan.
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40Protocol: Study Design/Population
•General Schema of Study Design: 
brief overview of the entire study design 
including various phases. 

•Randomization and Blinding: overview 
including how randomization schedules 
are generated, who executes the 
schedule, how the schedule is 
concealed and the study blinding 
procedures. Put details in Statistical 
Analysis Section 9 

•Study Duration, Enrollment, # of 
Sites: burden on subjects (duration of 
their participation), study feasibility, and 
expected sites/subjects. 

•Study Population: Defines who will 
take part in the research (mandatory and 
key for every study, regardless of 
design) .The inclusion and exclusion 
(enrollment) criteria are included.        

•If there are any situations where there 
might be flexibility in the enrollment 
criteria, this should be stated explicitly in 
this section otherwise it is a protocol 
violation to ever enroll those patients!
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41Protocol: Study Plan
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42Protocol: Study Plan
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43Protocol: Study Plan
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44Protocol: Study Plan
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45Protocol: Study Plan
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46Protocol: Study Procedures

•This section is a Visit Schedule which is 
visit-by-visit listing of all the procedures 
that will take place at each visit. If the 
study will have multiple procedures in one 
day (e.g. blood draws for a PK study) then 
the timing of each of these should be 
included.  

•The section on unscheduled visits may 
be applicable when patients are 
anticipated to require rescue therapy or 
might need interim care due to chronic 
illness.  

•Concomitant Medications: Should list all 
medications that are permitted or explicitly 
forbidden during study participation. 

•Withdrawal from Study: Since subjects 
can withdraw from participation at any 
time, the procedures that will be followed 
to provide for an orderly transition from the 
research to routine care should be 
outlined. 
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47Protocol: Study Procedures
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49Protocol: Study Measures and Evaluations
•The Study Measurements should 
provide the detailed descriptions for how 
each measurement will be made. 

•Mention if patients are anticipated to 
require rescue therapy or might need 
interim care due to chronic illness. 

•Psychological or other measurement 
scales that will be used should be 
described.  

•Those that have been validated and that 
are on the IRB's listing of Validated 
Instruments may simply be referenced 
or otherwise add to appendix/eIRB. 

•It is not necessary to include a copy 
of the case report form if all of the 
study measurements are listed in this 
section of the protocol. 
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50Protocol: Study Measures and Evaluations
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51Protocol: Study Measures and Evaluations
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52Protocol: Statistical Endpoints and Outcomes
• Study Endpoints or Outcomes are study 
objectives made into explicit statements for 
comparisons to be made. 

• For each endpoint or outcome, the trial 
protocol should define four components: 

• the specific measurement variable, which 
corresponds to the data collected directly from 
trial participants (eg all cause mortality); 

• the participant-level analysis metric (eg, 
change from baseline, final value, time to event); 

• the method of aggregation (eg, mean, 
proportion with score > 2); and 

• the specific measurement time point of interest 
for analysis. 

• So…if the objective is to determine the efficacy of 
Drug A vs. placebo for the treatment of 
hypertension  

• Then…the study endpoint might be the change in 
the mean (method of aggregation) systolic blood 
pressure (measurement variable) for Drug A 
compared to placebo between Visit 1 and Visit 4 
(participant analysis metric and time point of 
interest).
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53Protocol: Statistical Sample Size and Power
•When a power calculation is performed 
the protocol should include the following: 

1. the primary endpoint (outcome); 
2. the values assumed for the outcome 

in each study group (eg, proportion 
with event, or mean and standard 
deviation); 

3. the planned statistical test; 
4. alpha (type 1 error) level; 
5. power (usually at least 80%); and 
6. the calculated sample size per group 

- both assuming no loss of data and, 
if relevant, after any inflation for 
anticipated missing data modified 
from  

•Sample Size section should explain the 
why the study is proposing to enroll the 
specified number of subjects and not 
more or fewer
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54Protocol: Statistical Analysis Plan
•The IRB will not approve collection of 
data without a plan! 

•Get a statistics consult prior to submission 
•Deal with all of the sources of bias and for 
confounding variables. 

• If study has interim analysis, then add 
stopping rules for safety and benefit 

•Enough detail that another statistician 
unfamiliar with the data set can 
replicate results. 

•SAP should delineate populations 
(exclusion criteria); end points; 
descriptive objectives; testable 
hypotheses; modifications or 
derivations of standard variables; 
statistical methods, including handling 
of missing data, correlated data, bias, 
and confounding; subgroups; 
interactions; and sensitivity analysis.  
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55Protocol: Statistical Analysis Plan
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56Protocol: Statistical Analysis Plan
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57Protocol: Statistical Analysis Plan
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58Protocol: Study Drug (or Intervention)
•For drugs: Include details re: the packaging, dosing, storage and accountability of 
medications/other interventions.  

•For device or diagnostic test: add essential info of device or the test 

For non-pharmacologic interventions: Enough detail to replicate study without consulting 
the PI (see table below for checklist) 
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59Protocol: Study Drug (or Intervention)
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61Protocol: Safety Management
•Greater than Minimal Risk Safety 
Management: includes the definitions of 
an adverse event, serious adverse event 
and summarizes the reporting 
requirements and timelines.  

•Minimal Risk Safety Management: When 
a study is limited to procedures that are 
not greater than minimal risk, the Safety 
Management section of the protocol may 
be simplified  
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62Protocol: Safety Management
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67Protocol: Study Administration
•This section enumerates the procedures 
that will be used to run the research study. 
Sufficient detail is required to ensure that 
the research plan will produce valid 
results. 

•Treatment Assignment:  CONSORT 
require details of randomization and 
blinding be reported in sufficient detail to 
assure that the trial results will be 
unbiased.  

•Data Collection and Management: Care 
in data management is a requirement to 
assure valid study results.   

•Regulatory and Ethical Considerations: 

Identify the areas of risk to human 
subjects and how the study will minimize 
those risks 

• Informed consent or pediatric assent: 
How to obtain consent, what information 

will be transferred (consent form, verbal 
script, video presentation, booklet, etc.), 
when the consent process will occur, 
where it will occur and how (in person, by 
telephone, etc.). Also add waivers (if any) 
regarding consent. 

•Safety Monitoring Plan: Early Phase 
trials may just have PI review AE’s vs. 
Phase 2-4 may have Data Monitoring 
Committee 

•Payment: Amount of payment and 
contingencies 
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•Every research study involving human 
subjects must be registered in a publicly 
accessible database before recruitment of 
the first subject. 

•Researchers, authors, sponsors, editors 
and publishers all have ethical obligations 
with regard to the publication and 
dissemination of the results of research.  

•Researchers have a duty to make publicly 
available the results of their research on 
human subjects and are accountable for 
the completeness and accuracy of their 
reports.  

•All parties should adhere to accepted 
guidelines for ethical reporting.  

•Negative and inconclusive as well as 
positive results must be published or 
otherwise made publicly available.  

•Sources of funding, institutional affiliations 
and conflicts of interest must be declared 
in the publication.  

•Reports of research not in accordance 
with the principles of this Declaration 
should not be accepted for publication.
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• Focus on learning the aspects of a protocol and how to read a protocol 
quickly. 

• A CRA must know learn each trial’s protocol well in order to properly 
monitor the trial. Practice reading an interesting protocol (see below for 

COVID-19 Pfizer vaccine protocol) so you can become more familiar with 
the layout, language, and important parts.

https://pfe-pfizercom-d8-prod.s3.amazonaws.com/2020-09/
C4591001_Clinical_Protocol.pdf 

And that’s a wrap of the most important document you’ll 
need during the trial.

https://pfe-pfizercom-d8-prod.s3.amazonaws.com/2020-09/C4591001_Clinical_Protocol.pdf
https://pfe-pfizercom-d8-prod.s3.amazonaws.com/2020-09/C4591001_Clinical_Protocol.pdf

