
Changes to DCP Protocol Template (10/29/15 vs. 5/21/13)
Instructions (page 1): 

· Links to documents (PSW, protocol template, consortia forms) on the DCP website were updated.

· Instructions for updating the Table of Contents were added as #5 and #6. As a result, subsequent instructions were renumbered.

Title Pages: The following numbered item was added to the Notes list immediately after the list of sites: 

4. 
Indicate administrative (non-accruing) sites with an asterisk and an associated footnote (e.g., “No participant accrual occurs at this site”).

Table of Contents: The TOC was updated to reflect changes in pagination.

§6.4 Agent Distribution: MRIGlobal’s contact for drug requests was changed from Dr. Bruce Diel to John Cookinham.

§11 Reporting Adverse Events: The last paragraph was revised from:
A list of AEs that have occurred or might occur (Reported Adverse Events and Potential Risks) can be found in §6.2, Pharmaceutical Information, as well as the Investigator Brochure or package insert. 

To:

A list of AEs that have occurred or might occur  can be found in §6.2 Reported Adverse Events and Potential Risks, as well as the Investigator Brochure or package insert. 

§11.1.1 Reportable AEs: The typographical error (AE CRC) was corrected (AE CRF).

§11.1.2 AE Data Elements: The data elements were changed as listed below:

· “System Organ Class (SOC)” was clarified as “CTCAE (MedDRA) System Organ Class (SOC)”.

· “Common Terminology Criteria for Adverse Events v4.0 (CTCAE) AE term” was further clarified as “NCI Common Terminology Criteria for Adverse Events version 4.0 (CTCAE v4.0) AE term (MedDRA lowest level term)”.
· For consistency with MDS, an additional data element was added: “Treatment assignment code (TAC) at time of AE onset”.
§11.1.3 AE Severity of AEs: 

· For clarity, “(MedDRA lowest level term)” was added to the second sentence of §11.1.3.1, as follows: ”The CTCAE provides descriptive terminology (MedDRA lowest level term) and a grading scale for each AE listed.”

· For clarity, the first sentence in the second paragraph was revised from:
AEs will be assessed according to the CTCAE grade associated with the AE term.

To:

AEs will be assessed according to the grade associated with the CTCAE term.

§11.2 Serious Adverse Events: For consistency with the revised regulations, §11.2.1 was changed from: 
DEFINITION: Fed. Reg. 75, Sept. 29, 2010 defines SAEs as those events, occurring at any dose, which meet any of the following criteria:

· Results in death

· Is life threatening (Note: the term life-threatening refers to an event in which the patient was at risk of death at the time of the event; it does not refer to an event which hypothetically might have caused death if it were more severe).
· Requires inpatient hospitalization or prolongation of existing hospitalization

· Results in persistent or significant incapacity or substantial disruption of the ability to conduct normal life functions

· Is a congenital abnormality/birth defect

· Important medical events that may not result in death, be life-threatening or require hospitalization may be considered serious when, based upon appropriate medical judgment, they may jeopardize the patient or subject and may require medical or surgical intervention to prevent one of the outcomes listed.

To:

DEFINITION: Regulations at 21 CFR §312.32 (revised April 1, 2014) defines an SAE as any untoward medical occurrence that at any dose has one or more of the following outcomes:

•
Death

•
A life-threatening AE

•
Inpatient hospitalization or prolongation of existing hospitalization

•
A persistent or significant incapacity or substantial disruption of the ability to perform normal life functions

•
A congenital anomaly or birth defect
•
Important medical events that may not be immediately life-threatening or result in death or hospitalization should also be considered serious when, based upon appropriate medical judgment, they may jeopardize the patient and may require intervention to prevent one of the other outcomes.
§11.2.2.1: The link to the SAE Report Form was updated.
§11.2.2.3: To reflect submission of fillable PDF SAE Report Forms to CCSA by email only, the section was changed from: 

The Lead Organization and all Participating Organizations will FAX written SAE reports to the DCP Medical Monitor within 48 hours of learning of the event using the paper SAE form. The written SAE reports will also be FAX’ed (650-691-4410) or emailed (safety@ccsainc.com) to DCP’s Regulatory Contractor, CCS Associates (phone: 650-691-4400). 
To:

The Lead Organization and all Participating Organizations will email written SAE reports to DCP’s Regulatory Contractor CCS Associates, Inc. (CCSA; phone: 650-691-4400) at safety@ccsainc.com within 48 hours of learning of the event using the fillable PDF SAE Report Form.

§11.2.2.4: For clarity, this section was changed from:
The DCP Medical Monitor and regulatory staff will determine which SAEs require FDA submission.

To:

The DCP Medical Monitor and CCSA regulatory and safety staff will determine which SAEs require FDA submission as IND safety reports.

§11.2.3 Follow-up of SAE: For consistency, the following sentence was deleted: “Usually SAEs are followed until resolved, especially for those related to the study agent.”
§12.4 Data and Safety Monitoring Plan: The link to the DSMP guidelines was updated.
§12.5 Sponsor or FDA Monitoring: The link to the DCP site visit procedures and requirements was updated

§14.2 Other Required Documents: In §14.2, the requirement for signing and dating of CVs and biosketches was deleted.

§14.5 Submission of Regulatory Documents:
· “The DCP” was changed to “DCP’s” as shown in the following text: “Once the Consortia Lead Organization has received complete and accurate documents from a participating organization, the Consortium Lead Organization will forward the regulatory documents to DCP’s Regulatory Contractor:”.

· CCS Associates was identified as CCS Associates, Inc. in the address for Paper Document/CD-ROM Submissions.

Minor formatting:
· Abbreviations were defined at first use only, and then used consistently.
· The version date in the footer was updated from 5/21/13 to 10/29/15.
· The term “SAE Report Form” was used consistently.

