Instructions for Completion of the Data and Safety Monitoring Plan (DSMP) Template

==========================================================================

To the investigator: In accordance with federal regulations and GCRC policy, investigators doing human subject research must submit a DSMP.  These instructions and the template have been designed to be as simple and user friendly as possible and to enable the investigators to cut and paste several sections of this document and of the relevant protocol in order to construct a DSMP. Experience with new protocols suggests that the effort requires less than 1/2 hour’s work. You are encouraged to read this document to become familiar with the contents and subsequently utilize it as a reference guide.

Please use the document as a guide to complete the two page DSMP form provided.
SECTION I: Protocol Information - Self-explanatory
SECTION II: DSMP Personnel – Self-explanatory.

SECTION III: Purpose – Standardized statement

SECTION IV: Data and Record Safety/Confidentiality: 

All approved GCRC protocols must have a documented plan for the collection, storage, protection and analysis of research data. The key components of this plan include restriction from unauthorized access to identifiable patient data, storage of data to protect against inadvertent loss, and use of appropriate database software tools to maintain integrity of data for subsequent analyses. Provisions for data storage sites and access must be defined and limited to investigators and research staff with needs to enter or analyze data. The GCRC Informatics Core provides project-specific review of data storage and access plans, and provides consultation regarding the use of database software, protection and encryption of digital data, and options available for data backup and archiving

A.-B. These standardized statements on the template can be utilized if they are true for your study. Under B. Electronic Data, you may add information regarding the data exchange software program you will be utilizing

C. Additionally, the confidentiality statement of your protocol may be referred to or cut and pasted here.

SECTION V: Assessment of Level of Risk

Identify all applicable study procedures (check all that apply)

A.1 Research involving minimal risk (Level I).

	 FORMCHECKBOX 

	Anthropomorphic evaluations
	 FORMCHECKBOX 

	DEXA scans

	 FORMCHECKBOX 

	Electrocardiograms (EKGs)
	 FORMCHECKBOX 

	Exercise testing

	 FORMCHECKBOX 

	Intravenous glucose tolerance tests
	 FORMCHECKBOX 

	Intravenous catheter insertion

	 FORMCHECKBOX 

	Magnetic resonance imaging (MRI) scans
	 FORMCHECKBOX 

	Observational studies

	 FORMCHECKBOX 

	Oral glucose tolerance tests
	 FORMCHECKBOX 

	Pathology slide review

	 FORMCHECKBOX 

	Special/prescribed diets
	 FORMCHECKBOX 

	Venipuncture

	 FORMCHECKBOX 

	Other Level I non-therapeutic tests or studies. Please list:




A.2 Research involving more than minimal risk to subjects – the risk(s) represents a minor increase over minimal risk (Level II).

	 FORMCHECKBOX 

	Normal Population
	 FORMCHECKBOX 

	Endoscopy

	 FORMCHECKBOX 

	Elderly population
	 FORMCHECKBOX 

	Pharmaceutical agents under study

	 FORMCHECKBOX 

	Insulin clamp
	 FORMCHECKBOX 

	Pregnant population

	 FORMCHECKBOX 

	Muscle biopsy
	 FORMCHECKBOX 

	Psychologically or neurologically impaired population

	 FORMCHECKBOX 

	Other vulnerable population

	 FORMCHECKBOX 

	Research-associated clinical procedures. Please list:



	 FORMCHECKBOX 

	Other Level II risk non-therapeutic tests or studies. Please list:




A.3 Research involving more than minimal risk to subjects – the risk(s) represents more than a minor increase over minimal risk (Level III).

	 FORMCHECKBOX 

	Gene transfer study
	 FORMCHECKBOX 

	Manufacturing of product on campus

	 FORMCHECKBOX 

	Investigational pharmaceutical agent(s)
	 FORMCHECKBOX 

	Phase I/Phase II protocols with substantial subject risk

	 FORMCHECKBOX 

	Investigational device(s)
	 FORMCHECKBOX 

	Phase III comparative clinical investigation

	 FORMCHECKBOX 

	Investigator-initiated INDS
	 FORMCHECKBOX 

	Pilot clinical studies

	 FORMCHECKBOX 

	Research-associated high risk clinical procedures. Please list:



	 FORMCHECKBOX 

	Other Level III risk non-therapeutic tests or studies. Please list:




A.4 Research involving more than minimal risk to subjects – the risk(s) represents a high risk (Level IV).

	 FORMCHECKBOX 

	Involves an intervention or invasive procedure with substantial risk
	 FORMCHECKBOX 

	Involves the use of a new chemical drug for which there is little or no toxicology data in humans


Note: In the assignment of risk levels, a research survey may be considered more than minimal risk to subjects if dealing with very sensitive information.

SECTION VI: Periodic Safety Review/Report

A. Who will do the monitoring and at what interval? Check the appropriate choices.

B. To whom will the reports go?

SECTION VII: Toxicity Assessment

 Indicate all the potential risks inherent in the study (i.e., what toxicity/adverse events are known, associated and/or anticipated. List tests, evaluations or observations that will be used to assess subject safety (list specific tests, examinations, observations and questionnaires that will be used as well as the frequency of such use). The PI may simply make reference to the specific section(s) of the protocol that covers this area as long as all portions are addressed, or preferably, insert those sections here.
SECTION VIII: Guidelines for Reporting of Adverse Events

A. Grading of Adverse Events

The PI must identify what scale will be used to grade adverse events in the study. The approved GAC guidelines for the grading of adverse events are as follows:

Serious Adverse Events (SAE):

5 – Fatal

4 – Life threatening

3 – 

· Require professional medical attention (initial patient hospitalization, prolongation of hospitalization, significant or persistent disability/incapacity) OR
· Result in inability to carry on normal activities OR
· Congenital anomaly/birth defect (including that occurring in a fetus)

Non-Serious Adverse Events (AE) are all those which do not meet SAE criteria 3, 4, 5 above, but which:

2 – Are resolved with treatment

1 – Do not require treatment

	 FORMCHECKBOX 

	SAEs/AEs will be graded according to the 1-5 scale shown above

	 FORMCHECKBOX 

	SAEs/AEs will be graded according to CTEP Common Toxicity Criteria (for oncology studies)

	 FORMCHECKBOX 

	SAEs/AEs will be graded using another system. Please specify:




B.3 Attribution of Adverse Events

In the section below, please identify the attribution scale that will be used in this study:

	 FORMCHECKBOX 

	The PI will determine the relationship of SAEs/AEs to the test procedure/device/drug using the scale defined by Georgetown University (see below).

	 FORMCHECKBOX 

	The PI will use an alternative attribution scale. Please specify:




The Georgetown University IRB has defined the attribution scale as follows:
1. Causative: Highly probable that the research intervention caused the event/problem.

2. Probable: It is more likely than not that the research intervention caused the event/problem.

3. Inconclusive: Research intervention is a plausible candidate for causing the event/problem but there is not enough information to assign a greater than 50%-50% (probability of 0.5) OR other equally or more plausible candidates exist.

4. Unlikely: There is a low probability that the research intervention caused the event/problem OR a probable alternative candidate cause exists.

5. Negative: Another causative alternative exists to account for the event/problem OR the research intervention is temporally ineligible to account for the event/problem (i.e., the timing of the event/problem is inconsistent with the administration of the research intervention).

C. Plans for Reporting of Adverse Events
The PIs should follow the guidelines indicated in table below for reporting of expected and unexpected [adverse] events.

	Adverse Events:

Grades 1 & 2
	Adverse event reporting NOT required unless mandated by sponsor, agency, institution, or protocol.

	Serious Adverse Events:

Grades 3, 4, 5
	Report by phone within 24 hours to IRB, GCRC, Nurse Manager, GCRC RSA, sponsor, NIH and/or FDA, if appropriate.*

Expedited report to follow within 10 working days.*

This includes all deaths within 30 days of the last dose of treatment with an investigational agent regardless of attribution.

Any late death attributed to the agent (possible, probable, or definite) should be reported within 10 working days.

*The only exception to this reporting schedule is with AEs that meet criteria for SAEs but are “expected” events; in this case, alternative plans for reporting must be specified in the DSMP.


SECTION IX: Study Suspension

In the event that a study needs to be suspended for any reason, instructions for subject management are advisable.  Please check off the statement that best represents your recommendation.

SECTION X: Conflict of Interest Statement - Self-explanatory
SECTION XI: Other factors

In this area, please consider adding information that further defines your measures to ensure research subject or data safety and monitoring.  As appropriate, this may include:

· Plans for coordinating multi-center trials.

· Commitment to ongoing education of key study personnel.

· Commitment to the implementation of policies that maintain subject policies and secure data.

· References: list sources necessary to support your finding (e.g. about risk level, subject surveillance protections, etc.)
10. If you have any questions about the human subject protection issues please contact:

Georgetown University Medical Center
Research Subject Advocate
Judith Baigis, PhD, RN

202 542-9813 pager

Children’s National Medical Center

Research Subject Advocate

Tomas Silber, MD

 
202 884-2463
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