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VANJHCS

Research & Development

Standard Operating Procedures

SPONSOR OBLIGATIONS

THE SPONSOR

a. The sponsor is the person or entity who takes responsibility for and initiates a clinical investigation.  The sponsor may be a pharmaceutical company, a private or academic organization, or an individual.  A sponsor-investigator is an individual who both initiates and conducts a clinical investigation and under whose immediate direction the investigational drug and/or significant risk device is being administered or dispensed.  The obligations of a sponsor-investigator include those of an investigator and those of a sponsor.  When the principle investigator is a sponsor/investigator with a cooperative study or multicenter trial then each participating IRB (at other institutions) may make their own determination as to whether the circumstances for Expedited Review are applicable.  Only one individual should be designated as a sponsor-investigator.  The vast majority of VANJHCS FDA regulated research is sponsored by external organizations.  VANJHCS seeks written assurances from sponsors that research is conducted according to applicable laws and regulations, good clinical practices (GCP) and ethically.  (AAHRPP I.1.D; AAHRPP IV.1.A)  (See Cooperative Research and Development Agreement (CRADA).

b. All VANJHCS research, including externally sponsored research requires prospective IRB review and approval prior to the conduct of any research activities (including recruitment and screening activities).  The IRB and investigator may agree as appropriate, to additional sponsor requirements (e.g. investigational article storage/disposal, special reporting responsibilities, for multi-center studies, use of specific case report forms, etc.). Externally sponsored research protocols must be conducted under a written CRADA
THE IRB:

a. Reviews written agreements and determines if adequate sponsor provisions are in place to identify and monitor adverse events (Initial Review Submission Form). The IRB may require and will support investigators as necessary in assuring that sponsors provide data and safety monitoring appropriate to human subject protections.

b. Determines if adequate sponsor provisions are in place to verify that the study is being conducted according to Good Clinical Practice guidelines and requires that the sponsor report to the investigator/IRB and regulatory authorities new subject safety information or information potentially affecting subject medical care.  The IRB systematically addresses safety, medical care, and research related injury through the consent form document.  Data ownership, publication of study findings and intellectual property are addressed in contracts with sponsors.

c. Normal/default sequence of communication is: SPONSOR to INVESTIGATOR to IRB.  The IRB is authorized to communicate directly with the sponsor when appropriate and as needed to ensure protections for human subjects.  The IRB/R&D will not deviate from its policies and procedures at the request of a sponsor and will ensure that the research is in accordance with the protocol, applicable law, and ethical standards.    Sponsor monitors sign in at the IRB Office.   

d. The IRB is authorized to require whatever sponsor protocol or contract provisions it feels are appropriate regarding the conduct of the study and the dissemination of research findings that may significantly impact the safety and well being of research participants or other members of the public.  

e. FDA regulations [12 CFR 312.23(a)(1)(iv)] require that a sponsor assure the FDA that a study will be conducted in compliance with the informed consent and IRB regulations [21 CFR parts 50 and 56].  The sponsor is responsible for assuring the FDA (IND application-Form 1571 or IDE application §812.20) and the investigator assures the sponsor (Form 1572) that the study will be reviewed by an IRB and is functioning in compliance with regulations.  

f. The IRB notifies the investigator (not the sponsor) in writing of its decisions – this correspondence and the approved consent form should be made available to the sponsor.  The investigator generally provides the communication link between the IRB and the sponsor.  There are occasions when direct communication between the IRB and the sponsor may facilitate resolution of concerns about study procedures or specific wording in an informed consent document.  The VANJHCS IRB consent form template includes the sponsor as an entity that can access study records.  

g. The IRB (not the sponsor) has the authority to determine if a study is approved or disapproved at VANJHCS.  A sponsor does not have any authority to approve or disapprove studies at VANJHCS.  If the IRB and a sponsor reach an impasse the sponsor or the IRB/R&D Committee may choose not to conduct or to discontinue studies.  In such circumstances the IRB shall assure that provisions for subject safety are appropriate to human subject protections.

h. IRB Initial Review fees are $1,500 and IRB Continuing Review fees are $500.  Review fees for VA and other federally sponsored studies administered by this institution are waived.  Requests for other fee waivers may be considered. 
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