SACHRP Panel

Protocol Deviations

Examples of Protocol Sections Regarding Deviations

(Each paragraph is from a separate protocol)

15.2 PROTOCOL DEVIATIONS / AMENDMENTS
Both sponsor and the IRB that granted the original approval of the study must approve any amendments to the protocol prior to their implementation, unless only logistical or administrative aspects of the trial are involved. However, in the event of any medical emergency, the Investigator should institute any medical procedure deemed appropriate. Such events and procedures must be promptly reported to sponsor.
Any deviation from study procedures should be noted in the source documents and significant deviations should be reported to the Sponsor immediately.
11.2 Deviations from the Protocol and Protocol Amendments

Any protocol deviations that occur during the study will be documented and reported to the Sponsor and the IRB.
11.1.2 Protocol Deviations, Violations, and Exceptions

A protocol deviation is non-adherence to protocol-specific study procedures or schedules

that does not involve inclusion/exclusion criteria, primary objective variable criteria,

and/or GCP guidelines. Deviations are considered minor and do not impact the study.

A protocol violation is any significant divergence from the protocol, i.e., non-adherence on the part of the patient, the investigator, or the sponsor to protocol-specific 

inclusion/exclusion criteria, primary objective variable criteria, and/or GCP guidelines.

Protocol violations will be identified and recorded, by study center personnel, on the

CRF.  As a matter of policy, sponsor will not grant exceptions to protocol-specific entry

criteria to allow patients to enter a study. If under extraordinary circumstances such action is considered ethically, medically, and scientifically justified for a particular

patient, prior approval from sponsor and the responsible IRB/IEC, in accordance with

the SOP, is required before the patient will be allowed to enter the study. If investigative

center personnel learn that a patient who did not meet protocol eligibility criteria was

entered in a study (a protocol violation), they must immediately inform sponsor. Such

patients will be discontinued from the study, except in a rare instance following review

and written approval by sponsor and the responsible IRB/IEC, according to the

applicable SOP.
23.0 Adherence to and Modification of the Protocol

The investigators will not intentionally deviate from this protocol except in cases of medical emergencies without submitting, and receiving approval for an amendment to the study. The investigators may deviate from the protocol without prior approval only when the change is necessary to eliminate an apparent immediate hazard to the subject.
9.1.1 Compliance with the Protocol and Protocol Revisions

The study shall be conducted as described in this approved protocol. All revisions to the

protocol must be discussed with, and be prepared by, sponsor. The investigator should not implement any deviation or change to the protocol without prior review and documented approval/favorable opinion from the IRB/IEC of an amendment, except where necessary to eliminate an immediate hazard(s) to study subjects. Any significant deviation must be documented in the CRF.
19. Changes to Final Study Protocol

All protocol amendments must be submitted to the ethics committee. Protocol modifications that affect subject safety, the scope of the investigation, or the scientific quality of the study must be approved by the ethics committee before implementation of such modifications to the conduct of the study.
4.2 Subject Inclusion Criteria

No clinically relevant pathological findings in any of the investigations at the

Screening Visit…. Minor deviations of laboratory values from the normal range may be

accepted, if judged by the investigator to have no clinical relevance.

12.10.4. Protocol Deviations

Protocol deviations will be listed. These will include deviations from inclusion and exclusion criteria, prohibited concomitant medications (eg, off-study concomitant [disease] medication use), visits outside windows for pharmacokinetic/pharmacodynamic sample collection, implant expulsion, and occurrences of no baseline or on-treatment evaluations for individual efficacy variables.
The investigator should not deviate from the agreed protocol without informing the Sponsor unless it is to eliminate an immediate hazard to the patients. Any deviation(s) from the protocol should be documented and explained by the Investigator.
9.2.5 Protocol Deviations

Eligibility criteria that were not met will be listed along with whether or not an exception was granted. All protocol deviations will be reported and evaluated. A separate listing of

important protocol deviations will be provided.
Deviations from the scheduled visits of ±2 days are permissible

14.6. Protocol Adherence

Prior to beginning the study, the Investigator must sign the Clinical Study Agreement and

Investigator's Signature Page documenting his/her agreement to conduct the study in accordance with the protocol. The Investigator must not make any changes or deviate from this protocol, except to protect the life and physical well-being of a patient in an emergency.

The Per Protocol (PP) Sample will consist of all subjects who: …

- Did not present with any major protocol deviations in accordance with the study specific Inclusion/Exclusion criteria.

Substantial amendments will require written approval by the IEC/IRB prior to being

implemented by the Investigator at the study site except under those circumstances described previously. Non-substantial amendments will not require approval by the IEC/IRB unless requested by the IEC/IRB.
