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Source Documents 

• 1st place information is documented is the source

• Original documents, data and records, or original certified copies of 
original records of clinical findings and observations



Regulations/Guidance 
21 CFR 312.62: Case Histories: an investigator is required  to prepare and maintain adequate and accurate case histories 
that record all observations and other data pertinent to the investigation on each individual administered the investigational 
drug or employed as a control in the investigation. Case histories include the case report forms and supporting data 
including signed and dated consent forms and medical records (including, for example, progress notes of the physician, the 
individual's hospital chart(s), and the nurses' notes). The case history for each individual shall document that informed 
consent was obtained prior to participation in the study.

ICH GCP E6, section 1.51 defines source data as "all information in original records and certified copies of original 
records or clinical findings, observations, or other activities in a clinical trial necessary for the reconstruction and 
evaluation of the  trial. Source data are contained in source documents (original records or certified copies.)."

ICH GCP E6, section 1.52 defines source document as "original documents, data and records (e.g. hospital records, 
clinical and office charts, laboratory notes, memoranda, subjects' diaries or evaluation checklists, pharmacy dispensing 
records, recorded data form automated instruments, copies or transcriptions certified after verification as being accurate 
and complete, microfiches, photographic negatives, microfilm or magnetic media, x-rays, subject files, and records kept at 
the pharmacy, at the laboratories, and at medico-technical departments involved in the clinical trials.)."

The data trail MUST lead back to the original source. No piece of data may be included in the body of research that 
cannot be found elsewhere.



Purpose of Study Documentation 
 Document the rights, safety, and well-being of the subject was protected

 Ensure integrity of the data

 Show compliance with the protocol, regulations, guidance, policies and 
procedures

• Reconstruct the events of the trial
• Tell the story of the subject's participation
• Reconfirm data
• Provide an audit trail
• Subject's record of study participation
• Confirms eligibility
• Documents progress throughout the study
• Records events (IP accountability, consenting)



Examples of Source Documents 

o Medical records
o Lab results
o Test results (x-ray, CT)
o Subject diaries, questionnaires
o Informed consent process documentation
o Vital signs// study procedures
o Physical exam
o *Research Notes / SSD / visit worksheets*



Source Documentation vs. SSDs 

Not all source docs are research visit notes

But ALL research visit notes that you create are source documents!!

SITE source documents reflect research activity at your SITE

• Research visit procedure documentation/worksheets/checklists/logs
• ICP documentation
• Subject instruction sheets
• Progress notes
• Eligibility criteria worksheet / inclusion & exclusion checklist
• Concomitant medication log
• Adverse event log
• Communication log



How do I know what to include? 

• Know the protocol, study the Schedule of Events table
Request worksheets, CRFs/e-CRF screenshots as soon as possible

• Determine what can be found in other source documents
• What data points can ONLY be created by the interaction with the 

subject?

*Early in the study set up process, use worksheets and CRFs
to guide you:
• understand what data to collect
• realize what data may be hard to find
• make a plan for how to capture it all
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Components for SSDs 
Header of the document:

 Study information, as applicable for your particular study
• Protocol name, descriptor or identifying number
• IRB#
• PI
• Sponsor

Department / Institution Logo or Name
Visit 1 / Screening 
Subject Initials: ______________ 
Subject ID: ________________

Study: Wonder-Drug-Randomized Double Dlind . . . .  
PI:  John Doe
IRB#: 19-121345-FB, 

 Subject's study identifier (i.e. initials, study ID#)
 Visit type

• Type of visit
• Visit #
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Components (cont'd.) 

Adverse Event / Concomitant Medication Log

STUDY:  Wonder Drug-Randomized, Double-Blind . . . . 
PI:   John Doe, MD 
IRB#:   19-12345-FB 

Subject Intitials: __________ 
Subject ID#: _____________

Page_______  of _______

Department Logo or Name
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Components (cont'd.)

 Date and demographics
 Eligibility met
 Informed Consent Process
 Study Procedures, in sequential order to be performed
 Closing note / education / next visit
 Progress note option
 Documentation of research staff and date of completion

Body of the document,in checklist format:
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Study Procedures 

 VS completed by research staff
 Details about specimen collections
 Randomized, IP administration or dispensation, stickers
 IP return / compliance documentation
 Teaching / education
 Research specific procedures or testing (MoCA, 6" walk test, etc.)
 Specific procedures information to show protocol compliance
 Additional information for procedures not documented elsewhere



Other Forms to Create 

 Inclusion / Exclusion checklist
 Informed Consent Process documentation / checklist
 Specimen logs
 Concomitant Medications / flowsheet
 Adverse Event flowsheet
 Communication log (interaction, communication, phone calls with 

participant)
 Blank progress notes



Protocol Eligibility 

Inclusion criteria:
1. Provision of informed consent prior to any specific study procedures
2. Men or women > 45 years of age
3. Acute ischemic stroke with randomization occurring within 24 hours after onset of

symptoms.
- National Institute of Stroke Score < 10

4. Head Computed Tomography (CT) or MRI ruling out hemorrhage or other pathology.

Exclusion criteria:
1. Planned use of antithrombotic therapy including antiplatelets or herapin
2. Known hypersensitivity to wonder-drug or ASA
3. Any history of atrial fibrillation
4. Receipt of any thrombolysis (such as tPA) within 24 hours prior to randomization
5. Known severe liver disease
6. Pregnancy



Example: Protocol Eligibility 



Example: Protocol Eligibility 



Rechecking Protocol Eligibility 

Inclusion criteria:
1. Provision of informed consent prior to any specific study procedures
2. Men or women > 45 years of age
3. Acute ischemic stroke with randomization occurring within 24 hours after onset of

symptoms.
- National Institute of Stroke Score < 10

4. Head CT or MRI ruling out hemorrhage or other pathology.

Exclusion criteria:
1. Planned use of antithrombotic therapy including antiplatelets or herapin
2. Known hypersensitivity to wonder-drug or ASA
3. Any history of atrial fibrillation
4. Receipt of any thrombolysis (such as tPA) within 24 hours prior to randomization
5. Known severe liver disease
6. Pregnancy







ICP Initial Documentation



Return Visit



Return Visit (cont'd.) 







Adverse Event Log 



Concomitant Medication Log 



Assessment Tool Flowsheet 



Your documentation matters! 

The research visit note is one piece of the research puzzle.

Your doucmentation is the "glue" that pulls the reserach pieces 
together!



Common findings related to documentation 

 Eligibility criteria could not be confirmed.
 Informed consent process documentation missing or incomplete.
 Discrepancies within records
 Missing information/visits not documented 
 AE/SAEs not documented/captured
 ALCOA-C not followed 



Benefits of complete documentation 

 Documents subject safety and well-being
 Demonstrates understanding of documentation requirments
 Provides confidence in site and study staff by others
 Ensures integrity and credibility of the site/staff/data
 Prepares for favorable monitoring or audit outcomes



Takeaways 

 "If it wasn't documented, it wasn't done."

 Running, handwritten notes leave room for omissions and human 

errors.

 The Site Source Doc can serve as a visit checklist.

 Make sure you tell the entire story.

 Your SSD/source should mirror your protocol and CRFs.




