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The Division of Microbiology and Infectious Diseases (DMID), National Institute of Allergy and
Infectious Diseases (NIAID), and National Institutes of Health (NIH) supports a large number of clinical
studies and trials through both contract and grant mechanisms. This Standard is provided to aid DMID
supported investigators and research personnel in establishing a system of records.

This Standard has been assembled by using the International Conference on Harmonisation (ICH) Good
Clinical Practices (GCP) Guidelines (E6), the Code of Federal Regulations (CFR), and guidances that
apply to the involvement of human subjects in clinical research. It is applicable to all DMID funded
clinical trial sites conducting studies on human subjects, both domestic and international.

ICH GCP 1.51 defines Source Data as “All information in original records and certified copies of
original records of 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 1.52 defines Source Documents as “Original documents, data, and records (e.g., hospital
records, clinical and office charts, laboratory notes, memoranda, subject diaries or evaluation checklists,
pharmacy dispensing records, recorded data from 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 trial).”

Documentation of source data is necessary for the reconstruction, evaluation, and validation of clinical
findings, observations, and other activities during a clinical trial. Source documentation serves to
substantiate the integrity of trial data, confirm observations that are recorded, and confirm the existence
of subjects. This standard also serves to ensure data quality by creating audit trails and enabling
verification that data are present, complete, and accurate. DMID studies will be monitored using these
standards.

Sites that are participating in multicenter or industry-sponsored IND trials should consult their Manual of
Procedures and/or source document workbooks for specific instruction and forms. Study-specific source
documentation workbooks may be provided by the study management in a multicenter trial.

Local, state, institution, institutional review board (IRB)/independent ethics committee (IEC) policies
and procedures may be different from those stated in this standard. Always refer to local, state,
institution, IRB/IEC policies and procedures and follow them if they are more stringent than the DMID
Standards.

According to the ICH GCP 4.9: “The investigator should ensure the accuracy, completeness, legibility,
and timeliness of the data reported to the sponsor in the CRFs and in all required reports. Data reported
on the Case Report Forms, which are derived from source documents, should be consistent with the
source documents or discrepancies should be explained.” For more information on these guidelines and
documentation ~ requirements, please  reference the DMID GCP handbook

www.fda.gov). Search engines will take you to various regulations and the GCP guidelines. DMID
requires adherence to GCP standards for all studies sponsored by the Division.
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Addend‘é, to soﬁrcé k

documentation (SD)

See also
Documentation
Standards;
Inadequate Source
Documentation; and
Error Corrections.

Récémménded, Wheﬁ appliéable:

quacy Criteria

When SD is found to be incomplete (whether by
site staff during internal QA, or a monitor during
a site visit), the circumstances of the deficiency
may be documented in a Chart Note dated and
situated in real-time in the study subject's SD.
The entry should be made by a clinician
presently responsible for the study subject. If
"missing" SD is obtained at a later date, its
incorporation into the research record may be
acknowledged in a Chart Note dated and situated
in real-time in the study subject's SD. The entry
should likewise be made by the clinician
presently responsible for the study subject.

Sites must not modify past-dated research

records in an attempt to resolve SD
deficiencies noted during internal QA or a site
monitoring visit. Altering past-dated records
without appropriately dating the new entry in
real-time is strongly discouraged because such
entries may be considered unverifiable and
potentially fraudulent.

Refer to proper procedures for making addenda
to SD, at left. See also Error Corrections.

Case Report Forms Contains PID (participant/patient identifier, study identifier) and trial data. No personal identifiers

(not used as Source (e.g., name, initials, SSN, exact date of birth) should be entered on the Case Report Form. Year of

Documentation) birth is okay. For studies where exact personal identifiers are crucial, i.e. date of birth, discuss first
with the Office of Regulatory Affairs, DMID. Also see Subject Specific Information.

Case Report Forms, Required:

used as Source Per ICH E6 Guidelines for Good Clinical Practice 6.4.9, trial design must identify any data to be

Documentation recorded directly on the CRFs (i.e., no prior written or electronic record of data), and considered to

be source data.

DMID Allowable Methods:

e CRFs to be used as SDs must be identified in the Protocol, MOP, or SD agreement/statement

before the study begins.

e Use an original completed CRF (or photocopy/NCR copy of a completed CRF) as the SD. The
original CRF must be signed, credentialed, and dated. The CRF must be designed to capture
raw data, NOTE: Any changes/error corrections subsequently made to the original CRF
must be carried over to the copy and vice-versa. NCR copies sent to another location, e.g.,
a lab, should also be copied to the study subject’s source documentation record.

e  Sites may be allowed to design their own Study Subject Encounter Forms/SD Workbook, or
flowsheets that correspond to data items on CRFs. Such forms should allow for free-form
entries (akin to Chart Notes) to allow clinicians to record any observations pertinent to the
study subject’s clinical status. Completed Study Subject Encounter Forms/SD Workbooks or
flowsheets that will be used as SD must be signed, credentialed, and dated by the clinician
responsible for their completion. See also Flowsheets.

¢  Additional SD may still be required to maintain “adequate and accurate case histories” that
reflect all pertinent aspects of study subjects’ clinical status during given time periods. The
decision to allow a particular type of completed CRF to be used in establishing source
documentation (and the particulars of how such forms may be used) rests with the Research

Sponsor, DMID.

Chart Note, clinician
(Progress Note or

Required:

All original Chart Notes must be signed, credentialed, and dated by the clinician responsible for

Clinic Note) their creation.
Recommended:
It is strongly recommended that all Chart Notes and other source documentation be kept in either
forward or reverse order by date to support the chronology of study subject events.

Chemistries See Lab tests, Routine, specimen collection and results.
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