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 VA IACUC Training Exercise #1 – 2018 (Part 1 – Preliminary Report)
The following exercise may be useful in stimulating discussion regarding compliance with PHS Policy and VA Handbook 1200.07. To facilitate discussion, pages 1 and 2 of the exercise may be distributed to the IACUC members prior to a meeting.  After a few minutes of discussion about the exercise during the meeting, the remainder of the exercise may be distributed to provide ideas for the committee’s consideration.  

The Hometown VAMC strives to have an exemplary animal care and use program but sometimes things happen.  Dr. Andrew McCormack is a pulmonologist who uses rats in a model of chronic obstructive pulmonary disease (COPD) related to chronic bronchitis; his work is supported with VA and NIH funds.  Currently, Dr. McCormack has four IACUC-approved protocols; all involve the use of rats (see below):

Protocol 1001 – pharmacokinetics study

Protocol 1016 – drug administration followed by a terminal procedure under anesthesia

Protocol 1022 – cigarette smoke exposure followed by terminal procedure under anesthesia

Protocol 1036 - cigarette smoke, drug administration, and survival surgical procedure
 Sylvia Brown started as the new Hometown VAMC Research Compliance Officer on 1/29/18.  Her first week on the job, she began familiarizing herself with the animal research program at the Hometown VAMC by reviewing all the IACUC approved protocols.   The week of February 5th, she visited the VMU and investigator laboratories.   On 2/6/18, Sylvia entered one of the VMU rat housing rooms; she found a large number of cages with Dr. McCormack listed as the principal investigator.  On closer examination, she noticed 20 rats that had healed skin incisions of the left-side of their chests; all 20 were assigned to protocol 1016. These rats were bright and alert but Sylvia knew from her review that survival surgery was not approved on protocol 1016.  Sylvia went to Dr. McCormack’s laboratory hoping to speak with him or his technician, Sally James.  The lab was dark and locked; Dr. McCormack’s secretary told Sylvia that Sally had gone home sick with the flu and Dr. McCormack was on vacation in a remote area of Wyoming with very poor cell phone service.  Dr. McCormack would be back in the office on 2/12/18.   
 Sylvia tried to find Dr. Rossi, the IACUC Chair, but he was tied up all day seeing patients in the gastroenterology (GI) clinic so she left a voicemail message for him to call her ASAP. Since Dr. Rossi’s clinic days were usually long, he was unlikely to return her call before the end of the day. Sylvia contacted the R&D Chair and explained why she felt it was an urgent matter to provide a preliminary notification to OLAW regarding an apparent protocol violation.  The R&D Chair agreed and encouraged her to notify OLAW.   The preliminary report that Sylvia has prepared is shown on page 2.  Do you have any concerns?
To: olawdco@mail.nih.gov 

Cc…

Bcc... Sylvia Brown <Sylvia.Brown@hometownva.gov>

Subject: Preliminary Notification from Hometown VAMC
As a Research Compliance Officer at the Hometown VAMC, I am writing to report an incident of failure to adhere to an IACUC-approved protocol.  This afternoon, I was conducting an audit of the Hometown VAMC Veterinary Medical Unit (VMU).  In VMU Room 10, I found 20 rats with healed skin incision that were assigned to protocol 1016; this protocol does not list survival surgery as an approved procedure.  Dr. McCormack (contact information provided below) is the principal investigator of protocol 1016 entitled “Induced chronic bronchitis in rats – a model of Chronic Obstructive Pulmonary Disease (COPD)” supported by NIH Grant RO1 HL ZZZZZ.  I attempted to contact Dr. McCormack, his research technician, Sally James, and the IACUC Chair but none of them were available.   I will provide a written account of this incident to the IACUC Office by the close of business tomorrow.

Andrew McCormack, MD, PhD
Department of Medicine – Pulmonary Division

1011 Federal Dr.

Hometown VAMC

Washington, DC 21333

andrew.mccormack@hometownva.gov
Office: 555-121-3141

Sincerely,

Sylvia Brown,

Research Compliance Officer

Hometown VAMC 

1011 Federal Dr.

Washington, DC 21333

sylvia.brown@hometownva.gov
Office: 555-121-3416

Discussion:

Sylvia is correct that finding rats with healed skin incisions assigned to a protocol that does not include authorization to perform survival surgery is a matter that is potentially reportable.   VA policy indicates “…that anyone who becomes aware of any matter that is potentially reportable is responsible for promptly bringing the matter to the attention of the IACUC, so that the IACUC can investigate and determine how it is to be addressed.” 1 Therefore, it would be acceptable for Sylvia (or anyone else that identifies a potential compliance problem) to contact OLAW directly but it is not ideal because by sending the email, she will have circumvented the IACUC entirely.  Since the rats with the healed skin incisions appear healthy, Sylvia could wait for Dr. Rossi to finish his GI clinic so that he and the IACUC will be aware of a potentially reportable issue associated with Dr. McCormack’s protocol 1016.  If Sylvia sends her email to OLAW; she will have unintentionally placed the institution in a vulnerable position because neither the IACUC nor the Institution Official will be aware that the preliminary report has been sent.   Once the IACUC is aware of the problem, the office of the CVMO in ORD, VA Office of Research Oversight (ORO), and AAALAC International also should be notified; the original preliminary report should be provided to these agencies.
The preliminary report should include:
· The name and contact information of the person reporting
· The institution’s Assurance number
· The funding source
· A concise description of the incident
· The plan and schedule for correction and prevention, if known.
· The timeframe for the final report from the Institutional Official.
Note: “Preliminary reports may be in the form of a fax, email, or phone call. Reports should be submitted as situations occur, and not collected and submitted in groups or with the annual report to OLAW.”2

Sylvia’s preliminary report provides some but not all of the information requested by OLAW; it does not provide the Hometown VAMC’s Assurance number or a timeframe for when the final report from the Institutional Official will be provided.  In this particular case, it’s not feasible to provide a plan and schedule for correction and prevention at the time of the preliminary report.  Please bear in mind that a preliminary report merely indicates that a potential compliance issue has been identified and the outcome is unknown until the IACUC completes its investigation. Some aspects of Sylvia’s draft preliminary report provide too much detail, which would put the institution at further unnecessary risk.  The preliminary report should not include the names of individuals, their contact information, or any other extraneous information. All correspondence with OLAW and other federal agencies is subject to FOIA requirements, which mean that it will be made available to the general public when requested3.  Therefore, correspondence, including but not limited to preliminary reports, should be written with the expectation that it will be scrutinized by the public; only pertinent factual information should be included.  Fortunately, Dr. Rossi’s GI clinic finished earlier than expected so he called Sylvia.  Sylvia explained why she felt a preliminary report of potential protocol noncompliance needed to be sent today. Shortly after their telephone conversation ended, Dr. Rossi sent the email shown below to OLAW.
From:  Rossi, Carmine <Carmine.Rossi@va.gov>

Sent:    Tuesday 2/6/18 4:30 PM

To: olawdco@mail.nih.gov
Bcc: Segal, Ann Marie <AnnMarie.Segal@va.gov>
Subject:   Preliminary Report from Hometown VAMC-IACUC

As the Chair of the Hometown VA-IACUC (PHS Assurance #AXXX-01), I am notifying you in this preliminary communication of a potential failure to adhere to an IACUC-approved protocol.  At this time, it appears that an unauthorized surgical procedure was conducted on a group of rats.  The IACUC is investigating this matter and will meet on 2/28/18 to review the results of the investigation and determine corrective actions as needed.   A full report of the matter will be provided after the IACUC meets.  This work was supported by an NIH grant.
Sincerely,
Carmine Rossi, MD
IACUC Chair 

______________________________________________________________________________
Please note:
· The preliminary report was sent by the IACUC Chair, Dr. Rossi.

· The Assurance number was provided.

· The funding source is included.

· The preliminary report provides relevant information only.
· The timeframe for the final report from the Institutional Official is stated in the letter.
· If Dr. Rossi had not responded the same day, it would have been acceptable to the send the preliminary report the next day because animal welfare was not in question and the notification to OLAW was provided within 24 hours of the concern being identified. 
Although not stated in the preliminary report, Dr. Rossi as IACUC Chair also:
· Informed the IACUC members of a potential failure to adhere to an IACUC-approved protocol involving Dr. McCormack’s protocol 1016.

· Made the Institutional Official aware that a preliminary report of potential compliance had been sent.
· Sent copies of the preliminary report to the VA Office of Research Oversight (ORO), AAALAC International (AAALAC), the office of the VA Chief Veterinary Medical Officer (CVMO), and any other agency/entity funding the affected study. 
Literature cited:
1 VA guidance AR2018-00
2 https://grants.nih.gov/grants/guide/notice-files/NOT-OD-05-034.html
3 https://grants.nih.gov/grants/olaw/faqs.htm#611
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