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information without requesting or receiving local permission to do so. NOTE: Consistent with
USDA AWAR (9 C.F.R. §2.32) and Title 5 (Pt. 11, Subpt. A, Ch. 23, Sec. 2302), actions may not
be taken against an employee for the act of contacting the CVMO.

7. VMU OPERATIONS AT THE VA MEDICAL CENTER

VMUs must be operated as administratively-centralized facilities and services directed by a
VMO or jointly by a VMC and a VMU supervisor. NOTE: Under no circumstances may
authority or responsibility for animal research conducted on VA property be ceded to non-VA
entities, unless approved by CRADO.

a. Equipment and Physical Plant

(1) Request for VA Central Office or ORD Equipment Funds. Funding for common use
equipment needed in the animal research facility may be requested subject to the availability of
funds and demonstrated need.

(2) Animal Research Facility Heating, Ventilation, and Air Conditioning (HVAC)
Equipment and Testing

(@) All HVAC reheat boxes serving one or more rooms housing animals must be designed so
that they fail in the “off” or “safe” position, to prevent the loss of animals due to excessive
temperature. Laboratory animals can not be housed at any VA facility in rooms that are not so
equipped.

(b) If an air handler serving one or more animal rooms contains a preheat coil or other
equipment that could deliver excessive heat to animal rooms, engineering staff must determine if
the equipment represents a potential threat to animals in case of a malfunction, and record
findings in writing for IACUC review.

1. If such a threat is identified, preventative action such as installation of a preheat coil-fan
interlock must be undertaken with due consideration of preventing damage to cooling coils or
other air handler equipment.

2. Catastrophic air handler failures occur despite the presence of high-temperature alarms in
animal rooms; thus the ability of facility personnel to detect high temperatures in animal rooms
does not eliminate the need to comply with subparagraph 7a (2)(b).

(c) To test the ability of facilities management personnel to properly detect and respond to
elevations in animal room temperatures, at least once every fiscal year research personnel must
purposely overheat a temperature sensor (e.g., with a hair dryer, with input from facilities
management personnel) in at least one animal room in each animal research facility without
notifying engineering or facilities management personnel in advance. The response must be
carefully noted, and reported to the IACUC by VMU staff at the next convened IACUC meeting.

1. The IACUC must decide if the response to the excessive temperature was timely and
adequate. If the response is not deemed timely or adequate, corrective action must be taken
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immediately by the medical center to ensure a proper emergency response.

2. Unannounced repeat tests must be conducted monthly until the IACUC approves the
adequacy of the response. The IACUC minutes must reflect all reviews of testing. NOTE:
Repeated deficiencies may be considered reportable, as described in subparagraph 8g.

(3) Disaster Planning. As required by the Guide, a disaster plan needs to be developed in
order to protect the animals during a power loss. The plan needs to be in writing and approved
by the IACUC. Itis a “Best Practice” to connect the animal facility HVAC system to emergency
power; however, alternate approaches to ensuring adequate temperature control after a power
loss can be employed effectively. For instance, supplemental portable cooling and heating
equipment can be available at the medical center, or from vendors on short notice.

(4) Animal Facility Construction and Renovation. To help ensure that costly mistakes are
not made in the construction of new animal facility space, in the renovation of existing animal
facility space, or in the renovation of non-animal facility space to animal facility space, the
CVMO must approve the design plans for all animal facility construction or renovations costing
more than $100,000 (equipment purchases count toward the $100,000 cut off). NOTE:
Construction and renovation activities must be conducted pursuant to existing VA policy when
applicable (e.g. VHA Directive 1800.1, “Major Construction and Real Property Project
Document Approval Level Procedures™).

b. Animal Care, Husbandry, and Animal Research Practices. All animal care,
husbandry, and animal research practices at VA animal facilities must be in accordance with
applicable laws, regulations, and policy. Regarding animal procurement:

(1) Any laboratory animal used in a VA research facility must be acquired in accordance
with Federal laws, regulations, and policy. For procurement opportunities for aged and other
special groups of animals see Appendix B.

(2) No request for animal procurement may be approved or initiated until the veterinarian or
VMU Supervisor determines that the source of animals is appropriate, that adequate and
appropriate housing is available upon arrival, and that the animals are going to be used in a
protocol approved by the IACUC. Upon arrival, the delivered animals must be subtracted from
the animal use ceiling approved by the IACUC.

(3) Delivery of live animals must be made directly to the animal research facility, unless
special arrangements have been made between the VMU staff and receiving staff. To avoid
delay, whenever possible, the procurement document should show the specific location in the
animal research facility where delivery is to be made. Appropriately skilled personnel must be
designated in order to represent the contracting officer at the time of delivery, in receiving and
inspecting live animals.

(4) These procurement activities must be conducted pursuant to existing VA policy (e.g. VA
Directive and Handbook 7126.2, “Procurement Sources and Programs”) as is applicable.
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Memo dated 10/27/03
from Deputy
Undersecretary for
Health for Ops and
Management about
HVAC Issues



Date:
From:

Subj:

To:

VA FORM

Ve atairs | Memorandum
0CT 2 7 2003 '

Deputy Under Secretary for Health for Operations and Management (10N)

Animal Facility HVAC Equipment and Testing

Facility Directors (00)
Chief. Research Services
Thru: Network Directors (10N1-23)

1. Facilities must guard against the loss of laboratory animals due to excessive
temperature fluctuations from the malfunction of reheat boxes and other equipment
providing conditioned air to rooms housing research animals.

2. Heating industry standard for systems in large buildings is to “fail safe” in a
manner that results in full heat in order to protect building piping systems from
freezing. This normal industry practice can cause havoc in animal research
facilities. Laboratory animals are very sensitive to excessive heat and can be
killed by a single overheating event. It is also important to have in place a team
that is familiar with the care of laboratory animals and current research to respond

- at any time (24/7) to emergencies since animals and research can be rescued
even in the event of building mechanical system failure.

3. VHA requires that all laboratory animals be protected from excessive
temperatures and procedures for their rescue be in place and regularly exercised.

4, Heating, Ventilating and Air Conditioning (HVAC) equipment must be designed,
maintained and operated so as to “fail safe” within acceptable temperature
conditions for laboratory animals. Facilities will conduct periodic HVAC system
inspections to ensure that the “fail safe” mode is not reset to full heat. Animal
facilities will include appropriate alarm systems to detect imminent danger and
alert staff to respond. Research personnel will periodically conduct realistic drills
to assess 24/7 response team training and effectiveness.

5. Facilities must accomplish the following actions and notify the Chief Vetérinary
Medical Officer (CVMO) of compliance by November 25, 2003:

a. Conduct a detailed review of their HVAC systems for adequacy in keeping
temperatures within acceptable limits, proper failure modes and for potential
detrimental effects on laboratory animals in the event of failure. This review
will include realistic testing of existing conditlons under controlled conditions.
No person or laboratory animals may be harmed in these tests.

'b. Determine whether the equipment represents a potential threat to animals in

case of a malfunction.
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Animal Facility HVAC Equipment and Testing, cont.

c. Maintain a 24/7 capability tb respond to HVAC emergencies invol\)ing
laboratory animals.

d. Record and submit written findings to the facility Institutional Animal Care and
Use Committee for review.:

6. Facilities identifying a potential threat must complete necessary repairs to prevent
catastrophic overheating (such as installation of a preheat coil-fan interlock) no

later than February 1, 2004.

7. Refer to the attachment for the format and address for CVMO notification.

8. These requirements will be incorporated into VHA Handbook 1200.7, Use of
Animals in Research. '

Laura J. Miller

Attachment

VAFORM 2405



Certification of VA Animal Facility HYAC System
1. VA Station (number and name):
2. Provide the location of each animal facility (building number or name):

3. For each animal facility, provide the make and model for every air handler supplying the
facility:

4. For each air handler in item 3 above, indicate if a preheat coil or other equipment
(besides room reheat boxes) is present that is capable of delivering heated air to animal
facility rooms, and if that equipment could cause overheating of animal facility rooms if it
malfunctioned with the air handler fan running.

5. For each air handler in item 3 above, indicate if all reheat boxes in animal facility
housing rooms served by that air handler fail in the off position.

6. Provide a plan for correction and a timetable to meet the requirements in item 1 of the
Deputy Under Secretary for Health for Operations and Management memo. If not
applicable, so note.

7. 1 certify, to the best of my knowledge, that the information contained in this form is
correct and reflects an accurate description of animal facility HVAC equipment:

Director, Medical Center Date
8. Submit this certification by November 21, 2003:

Dr. Mike Fallon

Atlanta VA Medical Center - 151V
Room 4A-116

1670 Clairmont Road

Decatur, GA 30033
404-728-7644
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for VA Facilities



- CustNo Cernt No
939 84-V-0002
B4t B84/-0004
1347 86-V-0002
1377 710001
1378 7100003
1327 ga-v-0noa
1323 830004
1330 92-VL012
1328 B3-Y0007
1322 83-V-0003
1324 93.V-0008
1329 23.V-0010
1328 93-\-0000
1325 83-V-0005
1318 840002
483 16-V-0001
454 18-¥-0002
83y A0-A-0001
aap 12-v-0001
649 10-W-0004
N 58-\V-0003
932 B8V-(004
933 580008
949 56-V-0007
830 530010
ap? E7-w-D001
1007 570002
1314 820001
654 33VH002
708 33.V-0002
684 33V4008
555 33V-000a
583 33-\-DO0A
557 33V-N008
792 32-v-pona

USDA Registration Numbers for VA Medical Centers

Name Doing Business AS
Alabama
Va Madical Ceraar
Ya Medical Center
Artzona
Va Medicd Canler (878)
Arkansas

Central Arkanzas Vetorona Hoalthaam Sye J. L. Mccislian Vame(288)
Faystteviila Vame #5858

Catlifornia

{ L. Pemis Memarlal Va Med Cir (B05)
Va Animai Kessarch Facility (8641 -San L
Vi Medicul Camvter (5703 - Frasno

Va Medlical Center {600) - Long Beach

Va Medical Center (840) - Palo Alto

Vs Megical Certer (882) - San Francisce
Va Medizal Center (885) - Los Anpeles

VaNcse {612)- Plaasam Hii

West La Via Medical Certer (891) {Wadsworth)
Colorado
Wa Medieal Certar (554)
Connecticut

Vs Madical Cantar (827)
Va Medica! Center (669)

Dolaware
Va Medical Cantar (460)

Dist Of Columbia

Va Madical Cantar (408)
V& Medicsl Cantar (688)

Florida

Fermandaz Va Medical Center
James A, Haley Veterang Hogpital

Va Madical Canler

Va Medical Center

\a Madieal Center

Gaargiy

Va Madical Cantar
Va Medient Cartar

ldaho
Via Madical Cerfer (531)

{llinole

Va Madical Qantar (151) Minde

Ve Medleal Cemter (535) Lakeslde
Va Madical Caniar (537) West Sids
Va Medical Carter (550)

Vo Madics? Center (558)

Va Metieal Zenter (609}

Vi Medical Center (535)
Va Madical Center (537)

Indiana
Va Madical Cerar (508)

Address

Dapan Of Veterans Affairs
215 Parry Hill Reag

3601 B, Bth Avenus

4300 W. THh St
1180 N, Callege Ava,

11201 Benton Strael

3250 La Jolia Vilinge Drive
2615 E_ Clinton Avenue

5901 €, 7ih Stroet 09154

3801 Miranda Avenue

4150 Clemant Strest

18111 Plummer Steal

2300 Contra Costa Bivd Ste 440
11301 Wiighire Bivd,

1085 Clermont

565 Willard Avanue
980 Campbell Avenus

1601 Kirkwood Highway

810 Vammont Avenue Nw
50 Irving Street, NW.

Dapt Of Veterana Al

13000 N. Bruca B, Downs Bivd.
1201 Nw 18t St

Duapt Of Vatarans Affairs

801 S. Marion Street

1870 Clalrmant Road
2480 Wrightsbore Road

500 Wesi Fan Street

Vimu {151)

400 E. Onterlo Streel
820 8. Damen Avenue
18900 E, Malo Street
3001 Grean Bay Rege
2401 W. Mein Streat

2121 Laks Avonun

City

Tuscaloosa
Mormyomery

Yucson

Littie Rozk
Fayettavilie

Loma Linda
San Diego
Frasno

Lanq Beach
Palo Alw

San Francises
Los Angeles
Pleasarn Hill
Loe Angeles

Danver

Newington
West Haven

Wilmington

Waahingien
Waghington

Bay Pines
Tampa
Miaimi
Bainesviie
Lake City

Décatur
Augusia

Baisa

Hiras
Chieago
Canville

North Chicago
Marion

Fort Wayne

Zip

35404
36108

72205
72701

87257
82161
93703
80822
94304
84121
D134
84523
BOO73

80820

05111
08518

18805

20420
20432

33504
33812
33125
32608
32055

30033
30804

8370z

80141
606811
60612
1822

32635

46805


VHAATGFalloM
Text Box
USDA Registration Numbers for VA Medical Centers


Cust No Cert No

701 32-v-0001
788 32.v.0003
1885 420003
1584 42.¥-00D2
1887 42-v-0005
1478 4A8/0003
1380 480002
238 8140002
38 B1A0003
1366 T2-v-0008
1388 TRV-Q003
13684 720002
456 11-v-0601
742 51-v-0010
748 510008
BS54 51-v.0013
852 10V-0001
657 140004
€53 1440003
741 14008
739 3400z
718 345005
724 3410001
137 30004
738 340002
58 41-Y.0001
643 4190002
B43 65-V.0003
938 85.v-002
1373 A3V0001
1276 430004
1374 430002
1878 43-V-0003
1568 47-V-0004
1854 42N0001

Va Medical Canter (583)
Va Medieal Center (610)

Des Molnes Vame (655)
lowa City Vame (584)
Kroxville Vame (882)

Laavenwernth Vame (686
Wichits VamaRsc #4572

Ya Medical Center
Va Madical Gentar

Alexandnig Vame $502
New Qrisans Yame (829)
Cvarinn Brosks Vame [667)

Va Madical Canter (402)

Va Medical Center (512)
Va Medizal Cener (568}
Va Madical Candar (821}

Va Medical Canter (818)
Va Madical Centar (£23)
Vi Medical Carter (525)
Va Medical Center (750)

Va Medical Certer (508}
Va Madical Carter (515)
Va Medical Canter {353)
Vi Medical Conmr (585)
Va Madical Conter (855}

Va Medisa! Center (618)
Va Medical Canter (G356}

Riuflo!
Va Medloal Cantor

Hemy S, Truman Vame{543)

John J Parshing veme
Kansas Clty Vvame (3858)
8 Laulz Vamg (857)

Lineoln Vame (597)
DOmaha Vame (838)

Doing Buginess As

Indlana

Kansas

Kentucky

Louislana

Maine

Marviand

Massachitsatts

Michigan

Minnunats

Missigsippi

Va Madical Canter

Missour!

Nebroska

Address

1481 West 10th Street
Va Medical Center

3800 30m St
Huwy 6 Want
1615 W, Pleagant

4107 8. 4th St. Trafficway
5800 E, Kellogn

800 Zom Avanue
Dept Of Vaterans Afals

Sheavaport Hwy
1801 Pardido Streat
510 E, Stoner Averiue

Mexiical & Raglonal Office Cir

10 N. Greene Straat
9800 N. Point Rosd

200 Springe Rony

150 S, Humiingon Avenue
1450 Viw Poritway

251 Causaway Strest

4215 Fuller Road
5500 Armptrong Read
¥Ya Medizal Center
325 Ezst M Btron
1500 Welss Street

One Vaterans Drive
4801 8th Streat North

Depart Of veterans Affelrs
1500 E. Woodrow Wiisen Drive

800 Haapital Drive
1500 N. Wastwaod
4801 E Lirwood Bivd,
Va Madical Center

600 South 70th Sireet
4107 Woolnerth Avenus

City

indiamapoiis
Merlan

Das Moines
lowa City
Krioxvlfim

Leavanweth
Wiehits

Louisvills

Lexington

‘Alexandrin
New Qrleans
Shrevaport

Togus

Baltimore
Furt Howard
Peny Point

Bediond
Baston
West Raxbury
Bonisn

Ann Arbor
Batle Cranl
Alinn Park
{ron Mourmyln
Saginaw

Mmmreapolis
8t Cloud

Bilend
Jackson

Colymbla

- Poplar Bluff

Karsas Oy
Stiouly

Lincoin
Cmaeha

Zip

50210
52248
50138

65048
B7214

40208
40511

71301
70148
71101

0433¢

21201
21062
21902

01730
02130
02332
02114

48105
4B01E
48101
48801
48202

55417
58303

35531
38218

68201
83801
84128
83108

68510
6810%



CusiNo Cert No

1318 BE-V-00D1

785 120001
) 226001
€56 22-V-0002
1318 /50001
663 21-V-0008
733 21.Ve0073
734 21-¥-0012
804 21-V-0005
10068 Z7.v-0014
880 2170004
g6z 21-V-002
859 2140010
as? o B1NW0D11
681 21-N-0003
844 210006
e85 21-V-0007
882 55-V-0003
983 65-V-0004
264 BEN05

1568 450003

o2 3M-vo07
650 310005
858 31-V-0004
666 31.v0008
870 310008

1368 T3Vv-0003
1957 730001

1321 B2V-0001

8% 230005

675 23-V-0007
8™ 23.V0001
722 23-v-0010
672 2330006
653 23.V-0002
673 Z3-v-0008
7@ 23-V-0003
o714 280002

Name

Va Medical Centar (654)
\a Madical Canter (808)

Va Mellon] Centar (581)
Va Medlcal Canter (604)

Vi Medien| Cantar (501)

Ve Madical Cemer {300}
Va Medies! Centar (513)
Va Medical Center (E14)
Va Medical Gerter (528)
Va Medicai Center (525)
Va Modisal Cantar (527)
Va Medical Centar (528}
Va Medical Cantar (532)
Vi Meical Centar (8203
Va Medical Center (830)
V2 Medieal Center (622)
Va Medical Centar (670)

Va Medical Center
Va Medical Center
Va Madical Canter

Famo Vame a7

Va Medical Cemer (538)
Va Mexiza) Ganter (538)
Va Medical Carter (341)
Va Madies) Centar (552)
Va Medical Carter (757)

Muskoges Vame (623)
Cklahoma Chy Vame

Va Medical Center (648)

* Vo Madlss’ Center (503)
Va Medicat Camer (529)
Va Madiea Corer (542)
Vo Menilcal Center (582)
Va Medical Canter (595)
Via Mesical Centar (842)
Vi Madies| Center (845)
Vi Madical Conter (845)
Va Medical Centar (898)

Doing Business As

Nevada

New Hampshire

New Jersay

New Mexico

New York

North Carolina

North Dakoty

Ohio

Okiahoma

Qroagon

PFannuylivania

Pusrto Rico

Addrass

1000 Locust Street
228 Maple Street

335 Tremont Avanus
151 Knolloroft Road

2100 Ridgecreat Or, Se

113 Haollang Avenue

130 W. Kingsbridge Road
130 West Kingsividge Ra
BOD Poly Placa

3495 Balley Avenus

400 Fort Hill Avenus

Va Medical Conter

425 Eat 23rd Sreat
Middleviiia Road

BOG jving Avenue

808 Fujizsn Streat
Dept. Of Vaterans Afialrs
1801 Brannsr Averun

2101 Bim 8t

17273 Sintn Routs 104
2200 Vire Street

10701 Enxt Bovlavam
4100 West 3rd Strest
2030 Kenny Raar

Honer Heights D,
821 N E13h St

3710 Sw Us Veteran Hospital

2907 Plagzant Vallay Blvd
325 Naw Casgtle Road

1400 Black Horse Hill Road

Va Medical Center (562)
Va Madieal Center

Univarsity & Wesdland Averues

7180 Mighiang Drive
Univeraity Drive C
1111 Bast End Bowtevard

City

Reno

Manchester

East Orange
Lyons

Albuguerque

Albany
Batsvia

. Bath

Bronx

Brenx

Brookiyn

Buffalo
Canardaigua
Montrose

New York New York
Northpont

Syracuse

Durfram
Fayntavile
Sallsbury

Fargo

Chillicoths
Cinelnna
Clavaland

Baywn
Columbus

Muskogee
Qkizhoma Clty

Porland

Alwong
Mutler
Coatasvilia
Ere
Labanon
Philadeiphia
Plispumgh
Pittgburgh
Wilkkes Barre

Zip

84520

03103

07018
arede

87108

12208
14020
14810
10488
10488
11209
14215
16420
10548
19048
11788
18210

27708
28301
2W144

58102

45601
45220
44106

43221

74401
73104

arz01

16802
16001
19320
16501
17042
19104
15208
15240
18711



CustNo CertNo

44 ga.v.00n1
578 150001
98¢ 56-v-0003
985 Se-v-0002
1882 45-V-0001
1584 ABAO003
1863 45-v-0002
937 63-¥-0002
838 6340008
137 740007
1372 7400089
1382 T4-V018
137 740008
1350 JaN0011
1535 T44-0018
1331 74012
1365 T4N-0020
1354 T4-¥-0018
13533 Tas¥Q017
1318 87-V-0001
30058 18-v-0002
™ 52N-0002
a1 52-v-0003
10070 §2-v.0001
1320 81-V-0001
685 54-v-0003
634 SAVLU01
€82 84v-Do02
683 540004
631 350001
832 350003
833 3540004

Nama Deing Businezs As
Pusrio Rico

Edward Valarzusia Va Madical Cener

Rhade [aland
Va Medlcal Center (850)

South Carolina

Brown wit Damn Vewrans Hospltal
Ogawa Va Medical Canter

South Dakota
V A Med Cir - Siowe Fally 3438
Vame - FL. Meads #5688
Varne - Hot Springs 9879

Tennassaa
Tarnasses Vellay Henltheare System
Va Medical Center
Texas
Amarnilic Vamza
Audle L. burphy Yame (871}
Blg Sprirg Vama #8318
Dadlas Vame
Hougton V A M C (5R80/151]
Kerrviile Vame (651)
OlinE. Tazua WV AM G {874}
Sem Raybum Vame (522)
Texas Tach vV A M C #504
va Outpatient Clinic{756)
Utah
Va Medical Cemer (680)
Vermant
Vamm Rescarch & Development éervlces
Virginia
Vg Medlen| Cantar (580)
Va Madical Canter (852)
Vg Medical Center (E58)
Washington

Vi Madical Center (863)

Woeast Virginia
Vs Medical Cerer
Va Medizal Cernter (540)
Via Madical Cemer (551)
Va Modical Center (813)

Wisconzin

Va Madical Canter (607) Wm 8. Middieton Memarial Hosp
Yo Madical Center (678)

Va Melica! Conter (BAS)

Address

Qne Yetarons Pleza

830 Chalkstone Avenua

Gamers Famy Road

Ralph H. Johnson Dapt Of Vame

2601 W, Z2nd Bt
Mad(cal Center
500 N. 5th 8t

1310 24th Averue, South
1030 Jeflarson Avaniue

6010 Amariiio Bivd, Wesl
7400 Merton Minder Blvd.
CIO Chief OFf Sl

4800 5. Lancasier Rd.
2002 Hotcomb Blwd,
3800 Mamorisl Biva,
1201 §1stSt

1201 ENinth 8treet
3601 4th Strmet

5219 Brook Hollow Brive

500 Foerhlll Rivd.

218 North Main Sireet

Mod Rasesrzh Sarvies 161
1201 Broad Rack Boulevard
1670 Reanoke Bivd

1680 South Columbla Way

200 Veterans Averus
Va Medicat Santer
1840 Spring vallsy Drive

'

2300 Qvaricak Temses
500 E. Veterans Street
Vaotarinary Madleal Linkt

City

San Juan

Providerice

Calumbia
Chartesion

Sipux Falls
Fart Masdo
Hat 8prings

Nastwills
Memphis

Amariilo
Sgn Antanio
Big Spring
Dallss
Housten
Kerrville
Termpie
Bonham
Lubbosk

El Pasn

Salt Lake Clty

Whits River Jctn

Hampton
Richmond

Salem .

Seaitls

Becldey
Ciarksburg
Huntington
Martinsburg

Madison
Tomsh
Miwsuken

Zip

00927

02908

29209
29401

5708
57741
57747

ez
38104

78106
TH284
78721
75216
77030
78028
76504
75418
78430
79025

Batas

23248
24153

g8108

25801
25301
25708
25901

53705

5az8s



"What to Report to
ORQO" Memo dated
9/8/2005 plus
Handbook 1058.1,
"Reporting Adverse
Events In Research
To The Office Of
Research Oversight"



Department of
Veterans Affairs Mem orand U m
Date: September 8, 2005

rrom: Chief Officer, Office of Research Oversight (ORO) (10R)
subi; What to Report to ORO: ACTION

70:  Institutional Officials of VHA Facilities Conducting or Supporting Research
twu:  Principal Deputy Under Secretary for Health (10A)§2—\>
Acting Deputy Under Secretary for Heaith for Operations and Management (104)
1. The attached memorandum “What to Report to the Office of Research Oversight”
(September 8, 2005) clarifies current requirements for reporting research-related
issues to this office.

2. ORO serves as the primary Veterans Health Administration (VHA) office to advise
the Under Secretary for Health on matters of compliance and assurance in human
subject protections, laboratory animal welfare, research safety and security, and
research misconduct. ORO’s mandate includes working prospectively with facilities
to foster integrity and excellence in VHA research.

3. The September 8, 2005 memorandum supersedes all previous versions and
identifies issues that VHA facilities must report to ORO as required by applicable
Federal regulations and VHA policies.

4. Each VA facility must provide written information to ORO as indicated in the
attached.

5. This memorandum addresses reporting requirements to ORO only. VHA facilities
may also be required to report to other entitics such as the VHA Office of Research
and Development (ORD), the relevant VHA Network Director, the Food and Drug
Administration (FDA), the Office for Human Research Protections (OHRP), the
Office of Research Integrity (ORI), Office of L.aboratory Animal Welfare (OLAW), etc.

VA CARY/P

David A. Weber, PhD, FACNP
Attachment: What to Report to the Office of Research Oversight

cc: Chief Research and Development Officer (12)
Network Directors
Facility Directors
ACOSs for Research and Development / Research Coordinators



Department of Memoran d um

Veterans Affairs

Date: September 8, 2005
rrom: Chief Officer, Office of Research Oversight (ORO) (10R)

To:  Institutional Officials of VHA Facilities Conducting or Supporting Research

What to Report to the Office of Research Oversight

This memorandum identifies issues that VHA facilities must report to ORO as required
by applicable Federal regulations and VHA policies.

The memorandum addresses reporting requirements to ORO only. VHA facilities may
also be required to report information to other entities such as the VHA Office of
Research and Development (ORD), the relevant VHA Network Director, the Food and
Drug Administration (FDA), the Department of Health and Human Services (DHHS)
Office for Human Research Protections (OHRP), the DHHS Office of Research Integrity
(ORI), and/or the National Institutes of Health (NIH) Office of Laboratory Animal Welfare
(OLAW).

Guiding Principles

1. Reportin Writing. Although ORO staff are available for consultation regarding the
content and scope of reports, each VA facility must provide the required information
to ORO in a written report from the facility Director. Reports should first be
sent by FAX or e-mail and then promptly forwarded in hard copy.

2. Report Promptly. Reports should be provided to ORO as soon as possible, but no
later than 10 working days after the issue has come before the responsible facility
official or oversight committee (e.g., Institutional Review Board, Institutional Animal
Care and Use Committee), unless otherwise indicated in the following material. If the
facility has not made a final determination as to disposition of the issue within this 10
day period, the facility Director should provide ORO with a preliminary report and
with followup reports as needed until the issue is resolved.

3. Report to ORO Regional Office. Reports should be addressed to the ORO

Regional Office Director for the region in which the facility is located, unless
otherwise indicated (see contact information attached).
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4. Report Descriptive Information and Actions. Reports should include:

a. The name and any relevant Assurance number of the reporting VA facility.
b. The title of the research project(s) involved.

c. The name of the principal investigator(s) involved (except for animal research).
d. The number(s) used by the facility’s Institutional Review Board (IRB), Institutional
Animal Care and Use Committee (IACUC), and/or Research Service to identify

the project(s) involved.
e. The name of any external sponsor(s) of the project(s) involved.
f. The funding source(s) for the project(s) involved.
g. A detailed description of the issue being reported.
h. A detailed description of the actions the facility is taking, or plans to take, to

address the issue.

What to Report to ORO: Protection of Human Subjects in VA Research

1. Any adverse event (i.e., an untoward physical, psychological, social, or economic
occurrence) in a human subject, or an imminent threat of an adverse event, that
results in a substantive action by the Institutional Review Board (IRB) under VHA
Handbook 1058.1 on Reporting Adverse Events in Research (attached).

2. Any unexpected death of a human subject under VHA Handbook 1058.1 NOTE:
Such deaths must be reported within 24 hours of the IRB’s determination that the
death was unexpected or within 10 working days if the IRB has not yet made a
determination about whether the death was unexpected.

3. Any unanticipated problem involving risks to subjects or others that results in a
substantive action by the IRB.

4. Any for-cause suspension or termination of VA human subject research by the IRB,
the VA facility, or a VA affiliate institution. NOTE: This does NOT include
suspensions or terminations resulting solely from the expiration of the IRB approval
period.

5. Any serious or continuing noncompliance with federal regulations or VHA policies
for the protection of human subjects (including 38 CFR Part 16; 45 CFR Part 46;
21 CFR Parts 50, 56, 312 or 812; and VHA Handbook 1200.5).

6. Any serious or continuing noncompliance with IRB requirements or determinations.

7. Any findings of noncompliance in human research protections from the VHA Office
of Research and Development (ORD) or other VA office. NOTE: The report to ORO
should include a copy of the official findings. The facility should promptly provide
ORO with copies of all subsequent correspondence between the office and the
facility until the issue is resolved.
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10.

11.

Any findings of noncompliance in human subject protections from external oversight
agencies such as the Office for Human Research Protections (OHRP), the Food and
Drug Administration (FDA), etc. NOTE: The report to ORO should include a copy of
the official findings (e.g., FDA Form 483, Inspectional Observations). The facility
should promptly provide ORO with copies of all subsequent correspondence
between the agency and the facility until the issue is resolved.

Any change in the facility’s accreditation status from a VA-recognized accreditation
organization for human research protections, or in the accreditation status of an
affiliate institution or other VA facility upon which the facility relies.

Any change in the facility's Federalwide Assurance (FWA) or designated IRB(s) as
filed with OHRP. NOTE: Report such changes directly to ORO Central Office and
simultaneously copy the ORO Regional Office.

Any significant change in the facility's Memorandum of Understanding (MOU) with
an affiliate institution or other VA facility regarding the designation of IRB(S) or other
human research protection function. NOTE: Report such changes directly to ORO
Central Office and simultaneously copy the ORO Regional Office.

What to Report to ORO: Laboratory Animal Welfare in VA Research

NOTE: Reports regarding VA animal research should NOT include the
name(s) of the investigator(s) unless this information has been
specifically requested by ORO.

1. Any incident that seriously affects the health or safety of laboratory animals.

Any loss of animal life due to physical plant deficiencies and/or engineering failures
or mishaps.

Any work related injury to personnel working within an animal facility that requires
more than minor medical intervention or leads to serious complications or death.

Any for-cause suspension or termination of VA animal research by the Institutional
Animal Care and Use Committee (IACUC).

Any serious or continuing noncompliance with the Public Health Service (PHS)
Policy on Humane Care and Use of Laboratory Animals or VHA Handbook 1200.7
on Use of Animals in Research.

Any serious deviation from the requirements of the Animal Welfare Act under 9 CFR
Parts 1, 2, and 3.

Any serious deviation from the Guide for the Care and Use of Laboratory Animals.
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10.

11.

12.

Any findings of noncompliance in laboratory animal care from the VHA Office of
Research and Development (ORD) or other VA office. NOTE: The report to ORO
should include a copy of the official findings. The facility should promptly provide
ORO with copies of all subsequent correspondence between the office and the
facility until the issue is resolved.

Any findings of noncompliance in laboratory animal care from external oversight
agencies such as the US Department of Agriculture (USDA) Animal and Plant Health
Inspection Service (APHIS), the National Institutes of Health (NIH) Office for
Laboratory Animal Welfare (OLAW), etc. NOTE: The report to ORO should include
a copy of the official findings. The facility should promptly provide ORO with copies
of all subsequent correspondence between the agency and the facility until the issue
is resolved.

Any change in the facility’s accreditation status from a VA-recognized accreditation
organization for laboratory animal welfare, such as the Association for Assessment
and Accreditation of Laboratory Animal Care International (AAALAC), or in the
accreditation status of an affiliate institution or other VA facility upon which the
facility relies.

Any change in the facility's Animal Welfare Assurance status as filed with OLAW, or
in the Animal Welfare Assurance status of an affiliate institution or other VA facility
upon which the facility relies.

Any significant change in the facility's Memorandum of Understanding (MOU) with
an affiliate institution or other VA facility regarding animal care and use
arrangements. NOTE: Report such changes directly to ORO Central Office and
simultaneously copy the ORO Regional Office.

What to Report to ORO: Safety and Security in VA Research

1. Any work-related occupational injury to personnel working within a research facility

that requires more than minor medical intervention or leads to serious complications
or death.

Any significant, work-related exposure to hazardous materials of personnel working
within a research facility.

Any for-cause suspension or termination of VA research by the Subcommittee on
Research Safety (SRS) or other institutional safety committee.

Any serious or continuing noncompliance with federal regulations or VHA policies
governing research safety and security, including 7 CFR Part 331; 9 CFR Part 121;
29 CFR Part 1910, Sections 1910.1030, 1910.1200, 1910.1450; 29 CFR Part 1960;
42 CFR Part 73; VHA Handbook 1200.6; VHA Handbook 1200.8; VHA Directive
2003-030; and VHA Directive 2005-003.

Office of Research Oversight Page 4 of 6



WHAT TO REPORT TO ORO September 8, 2005

5. Any exposure, release, loss, or theft of hazardous materials, including select agents
and toxins.

6. Any findings of noncompliance in research safety or security from the VHA Office of
Research and Development (ORD), the VA National Health Physics Program Office,
the VA Office of Inspector General (OIG), or other VA office. NOTE: The report to
ORO should include a copy of the official findings. The facility should promptly
provide ORO with copies of all subsequent correspondence between the office and
the facility until the issue is resolved.

7. Any findings of noncompliance in research safety or security from external oversight
agencies such as the National Institutes for Health (NIH) regarding the use of
recombinant DNA; the Centers for Disease Control and Prevention (CDC) regarding
hazardous materials, including select agents and toxins in research areas; the
United States Department of Agriculture (USDA) regarding hazardous materials
including select agents and toxins in research areas; the Occupational Health and
Safety Administration (OSHA); the Nuclear Regulatory Commission (NRC); etc.
NOTE: The report to ORO should include a copy of the official findings. The facility
should promptly provide ORO with copies of all subsequent correspondence
between the agency and the facility until the issue is resolved.

What to Report to ORO: Misconduct in VA Research

NOTE: Report the following DIRECTLY to the ORO CENTRAL OFFICE. ORO
Central Office will notify the appropriate ORO Regional Office.

1. During the course of a research misconduct proceeding, ORO should be notified
immediately of the following, and of any interim administrative actions taken to
minimize resultant damage: any harm or threatened harm to research subjects;
harm or threat of harm to those involved in an inquiry or investigation into research
misconduct; serious violations of animal welfare requirements; research safety or
security compromises; risks to public health or safety; loss or destruction of VA
funds or property; possible violations of civil or criminal law associated with the
alleged research misconduct. (VHA Handbook 1058.2 §12.e.1)

2. Any requests for pre-approval of significant changes or departures from the
procedures outlined in VHA Research Misconduct Handbook. NOTE: Pre-approval
of such changes by ORO is REQUIRED. (VHA Handbook 1058.2 §12.b & 12.d)

3. Any opening of a research misconduct inquiry. (VHA Handbook 1058.2 §14.c)

4. Any requests for approval of extensions of the normal 30-day period for the inquiry
review. NOTE: Requests for extension of the inquiry review period must be timely.
(VHA Handbook 1058.2 §14.e.1)
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5. Any closure of a research misconduct inquiry without further investigation. NOTE:
The report to ORO must include a copy of the Inquiry Report and the concurrence of
the Facility Director. (VHA Handbook 1058.2 §14.9)

6. Any opening of a research misconduct investigation. (VHA Handbook 1058.2 §15.c¢)

7. Any requests for approval of extensions of the normal 90-day period for the
investigation review. NOTE: Requests for extension of the investigation review
period must be made at least 5 working days prior to the end of the initial
investigation review period. (VHA Handbook 1058.2 §15.f.1)

8. Closure of a research misconduct investigation. NOTE: The report to ORO must
include a copy of the final Investigation Report and the recommendations of the
Facility Director. (VHA Handbook 1058.2 §15.h.3)

9. The final decision of the Director of the Veterans Integrated Services Network
(VISN) on the merits of a research misconduct case. (VHA Handbook 1058.2 §16.1)

AN

David A. Weber, PhD, FACNP
Attachments:

Office of Research Oversight (ORO). Contacts for Reporting to ORO.

VHA Handbook 1058.1, Reporting Adverse Events in Research to the Office of
Research Oversight. (November 19, 2004).

Adverse Events (AESs) in VA Research AE — Report Format. VA Form 10-0420.
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OFFICE OF RESEARCH OVERSIGHT (ORO)

CONTACTS FOR REPORTING TO ORO
Send written report to the appropriate ORO Office first by FAX or e-mail
and then forward promptly in hard copy.
For additional resources, reference ORQO’s website: http://www1.va.gov/oro/

CENTRAL OFFICE
811 Vermont Avenue, N.W., Suite 574 (10R)
Washington, D.C. 20420
PHONE: (202) 565-5184
FAX: (202) 565-9194

NORTHEASTERN REGIONAL OFFICE (VISNs 1, 2, 3)

Bedford VAMC — 200 Springs Road, Bldg 7, Room B-08 (10R)
Bedford, MA 01730
PHONE: (781) 687-3850
FAX: (781) 687-3858

MID-ATLANTIC REGIONAL OFFICE (VISNs 4, 5, 6, 9, 10)

50 Irving Street, N.W. (10R)
Washington, D.C. 20422
PHONE: (202) 745-8110

FAX: (202) 745-8538

SOUTHERN REGIONAL OFFICE (VISNs 7, 8, 16, 17)

1670 Clairmont Road (10R)
Decatur, GA 30033
PHONE: (404) 417-2929
FAX: (404) 417-2935

MIDWESTERN REGIONAL OFFICE (VISNs 11, 12, 15, 19, 23)

PO Box 5000, Building 1, Room B-103 (10R)
5" Avenue & Roosevelt Road
Hines, IL 60141
PHONE: (708) 202-7254
FAX: (708) 202-7250

WESTERN REGIONAL OFFICE (VISNs 18, 20, 21, 22)

P.O. Box 7360, Moreno Valley, CA 92552-7360
Express Delivery: ORO Western Regional Office (10R)
March Air Reserve Base — 5029 4th Street, Bldg. 2641

March Air Reserve Base, CA 92518
PHONE: (909) 801-5164
FAX: (909) 801-5176

Revised: September 8, 2005
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REPORTING ADVERSE EVENTS IN RESEARCH
TO THE OFFICE OF RESEARCH OVERSIGHT

1. PURPOSE

This Veterans Health Administration (VHA) Handbook sets forth the requirements for
reporting certain adverse events (AES) in research to the Office of Research Oversight (ORO)
(10R) (formerly, ORCA). NOTE: This Handbook does not preempt or otherwise alter any
other applicable adverse event reporting requirements, whether within the Department of
Veterans Affairs (VA) or to other Federal and state agencies or commercial sponsors.

2. BACKGROUND

a. ORO serves as the primary VHA office for advising the Under Secretary for Health on all
matters of compliance and assurance related to human subjects’ protections. As part of its
mission, ORO is responsible for overseeing compliance with the system-wide requirements for
reporting AES in research.

b. VA is committed to supporting high quality human research protection programs (HRPPs)
in all its facilities involved in research. Reporting and management of AEs in research are
important aspects of HRPPs. The Institutional Review Boards (IRBs) are integral parts of
institutions’ HRPPs and, as such, are responsible for reviewing and managing AEs in research
(Title 38 Code of Federal Regulations [CFR] 16). Specifically, VA regulation requires prompt
reporting of any unanticipated problems involving risks to subjects and others to the IRB,
appropriate institutional officials, and the department or agency head (see 38 CFR 16.103(b)[5]).
NOTE: Likewise, Food and Drug Administration (FDA) regulations require investigators to
report promptly to the sponsor any adverse effect that may reasonably be regarded as caused by,
or probably caused by, an investigational new drug (IND) (21 CFR 312.64(b)). Further
investigators must submit to the sponsor and reviewing IRB a report of any unanticipated
adverse investigational device effect occurring during an investigation as soon as possible, but
in no event later than 10 working days after the investigator first learns of the effect (see 21 CFR
812.150[a][1D).

c. Each IRB needs to develop Standard Operation Procedures (SOPSs) that provide detailed
instructions on how to report and manage AEs consistent with all relevant regulations and VHA
policies, including the VHA Handbook 1050.1.

d. This VHA Handbook addresses only the reporting of certain AEs in research to ORO.
Since ORO serves as the primary VHA office for advising the Under Secretary for Health on all
matters of compliance and assurance related to human subjects’ protections, ORO is responsible
for overseeing compliance with the system-wide requirements for reporting AEs in research.

e. In the past, facilities were required to report all serious and unexpected AEs in research to
ORO. This Handbook replaces that reporting requirement with a more narrowly defined
reporting requirement. The new procedure set forth in this Handbook allows ORO to focus on
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the most serious AEs in research and better assess how such incidents are being reported and
managed by investigators and IRBs.

3. SCOPE

a. This Handbook:

(1) Identifies the AEs in research that must be reported to the relevant ORO Regional Office
(ORO RO);

(2) Provides the timelines for reporting such AEs; and

(3) Indicates what information must be provided in such reports.

b. In addition to following this Handbook’s reporting requirements, VA facilities must
continue to follow all other relevant laws, regulations, and policies related to AE reporting (see
par. 7). For example, VHA facilities must continue to report “unanticipated problems” and
“adverse events” to their IRBs of record and to other oversight agencies such as the Office for
Human Research Protections (OHRP), the FDA, and sponsors. It is essential that principal
investigators report all research-related incidents to the IRB as required in the facility’s IRB
SOP, or any Office of Research and Development (ORD) policies on reporting of incidents. The
definitions, procedures, and timelines contained in this Handbook pertain solely to the reporting
requirements of this Handbook.

4. REPORTING REQUIREMENT GOALS
These reporting requirements are designed to:
a. Facilitate ORQO’s oversight of AEs in VA research;

b. Specify which AEs are to be reported to ORO, the details to be reported, and the timeline
for reporting; and

c. Collect information to provide better oversight, guidance, and support for protecting
research subjects and to assist IRBs in taking appropriate actions.

5. DEFINITIONS

a. Adverse Event (AE) in Research. An AE in research is defined for purposes of this
Handbook as any untoward occurrence (physical, psychological, social, or economic) in a human
subject participating in research. An AE in research can be any unfavorable or unintended event
including abnormal laboratory finding, symptom, disease, or death associated with the research
or the use of a medical investigational test article. An AE in research may occur even in the
absence of any error or protocol deviation, and does not necessarily have to be caused by any
identifiable aspect of the research.
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b._Imminent Threat of an AE in Research. Any issue in which an AE in research has not
yet occurred but is likely to occur, as determined by an IRB, research, or clinical team member,
without preventative measures.

c. Substantive Action. An action taken by an IRB that materially alters the substance and
meaning of a protocol, informed consent form or process, or investigator status, including, but
not limited to, restriction, suspension or termination of a study or investigator participation, and
actions taken to prevent future occurrence(s) of the AE in research.

d. Unexpected Death. The death of a research subject in which a high risk of death is not
projected, as indicated by the written protocol, informed consent form, or sponsor brochure.
This definition does not include deaths associated with a terminal condition unless the research
intervention clearly hastened the subject’s death. A subject’s death that is determined to be
clearly not associated with the research is also not an “unexpected death” for purposes of the
reporting requirements of this Handbook.

6. REPORTING REQUIREMENTS

a. Each VHA facility must report to the appropriate ORO RO (see sub. 6b) all AEs in
research and imminent threats of AEs in research conducted on site that result in either:

(1) An IRB taking substantive action(s) as defined in subparagraph 5c. A written
report of the AE in research (or an imminent threat thereof), and the IRB action(s) to be
taken, must be submitted to the ORO RO within 10 working days of the IRB’s
determination to take such action(s).

Or

(2) An unexpected death of a research subject, regardless of IRB action. Such deaths must
be reported to the ORO RO within 24 hours after the IRB determines that the death was
unexpected, as defined in subparagraph 5d. If the IRB is unable to determine whether a research
subject’s death was unexpected after 10 working days of being informed of the death, the death
must then be reported to the ORO RO. When a final determination is made as to whether or not
the death was unexpected, a follow-up report must be made to the ORO RO.

b. Written Report. The institutional official (VHA facility Director), or designee, must:

(1) Prepare a separate report, for each AE in research (or imminent threat thereof) required
to be reported by this Handbook, following the format indicated in Appendix A.

(2) Initial the completed report and facilitate its submission to the Director of the ORO RO
that oversees the VHA facility, using express mail (e.g., Fed Ex) and either e-mail or fax. A
copy of all IRB minutes from meetings in which the AE in research and subsequent actions were
discussed, ratified, or summarized needs to accompany the report to the ORO RO, or be sent
when the IRB minutes become available, but in no case no later than 4 weeks after the IRB
meeting.
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7. REFERENCES
a. Title 38 CFR 16.
b. Title 45 CFR 46.
c. Title 21 CFR 56.
d. Title 21 CFR 312.
e. Title 21 CFR 812.
f. VHA Handbook 1200.5.

g. VHA Handbook 1050.1.



AN ATy ADVERSE EVENTS (AEs) IN VA RESEARCH - REPORT FORMAT

A, REPORTING INSTITUTION

INSTITUTIOM: DATE OF THIS REFPORT

B. STUDY IN WHICH THE AE OR IMMINENT THREAT OF AN AE IN RESEARCH QCCURRED:

1. STUDY TITLE

14 STUDY NUMBER 1B. SPONSOR
1C. IND MUMBER 1D. IDE NUMBER
2. 5TUDY PRIMCIPAL INVESTIGATOR (PI) 24 TELEPHOME MUMBER | 2B. E-MAIL ADDRESS
315 THIS A MULTI-SITE TRIAL? D YES (NOTE: Submit report only if AE occurred at vour site)
[Ino
34 IF YES, OVERALL PRIMCIPAL INVESTIGATOR 3B. TELEPHOME NUMBER

C. INFORMATION ABOUT THE AE OR IMMINENT THREAT OF AN AE IN RESEARCH

1. DESCRIBE INCIDENT

2. CHECK ALL THAT APPLY
[] AE N RESEARCH RESULTED IM SUBSTANTIVE CORRECTIVE ACTION BY IRB

TYPE OF AE IN RESEARCH O] pHysICAL [] PSYCHOLOGICAL ] sociaL [] ECONOMIC
] IMMINENT THREAT OF AE IN RESEARCH RESULTED IN SUBSTANTIVE CORRECTIVE ACTION BY IRB
TYPE OF AE IN RESEARCH O] pHysICAL [] PSYCHOLOGICAL ] sociaL [] ECONOMIC
(] UNEXPECTED DEATH OF A RESEARCH PARTICIPANT

3. DATE OF INCIDENT 3A. DATE P| BECAME AWARE OF INCIDENT

3B. DATE IRB INFORMED OF INCIDENT 3C. DATE OF IRB ACTION (famy)

4. PARTICIPANT STATUS
[] RECOVERED/RESOLVED [ ] NOT RECOVERED/NOT RESOLVED [] DEATH

[] RECOVERING/RESOLVING [] RECOVERED WITH SEQUELAE

5. HAVE OTHER AEs IN RESEARCH BEEM REPORTED IN THIS STUDY®

[ vEs Ono

0. SUBSTANTIVE ACTION(S) TAKEN

1. CHECK ALL THAT AFPPLY

[] M&JOR: CHANGE IN PROTOCOL [] TERMINATION OF STUDY

[] MAJOR CHAMGE IM COMNSENT FORM [] RESTRICTION OF INVESTIGATOR PARTICIPATION
[] MaJOR: CHANGE IN CONSENT PROCESS [] SUSPEMSION OF INVESTIGATOR PARTICIPATION
[] ADDITIONAL INFORMATION PROVIDED TO ENROLLED SUBJECTS [] TERMINATION OF INVESTIGATOR PARTICIPATION
[] ADDITIONAL MONITORING OF STUDY [[] ACTIONS TAKEM TO PREVENT FUTURE AE

[] RESTRICTION OF STUDY [] OTHER (Describe below)

[ SUSPENSION OF STUDY

ATORV10-0420

1
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ENTIALLY EXFOEED TO THIS REK?

Ove= O no = VES, HAVE THEY BEEM INFORMED ABCUT T=2 Rk [JyEz [JMo

4. MAME OF IRB AND IRE CHAIR

48 TELEPHOMNE NUMEER

d48. E-MAIL ADDREE3

E. REFORTING INFORMATION

I REPCATER

14 PCAITION

5. TeELE==UhE RURBEER

T, E-MAL ALDREEE

10 MEAILING ALCRES

Z OTHER REPCRT{2) OF THIZ INCIDENT

REFQRTED TD

REFORTED BY

[0 MANUFACTURERESONEOR
[0 FooD AND DRUG ACSAMIETRATICN
[ oFFcE FoR HUMAK SESEARCH PRO
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REANITITUTION
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(F) For each project under consideration, list the first and last name of the principal
investigator, and the complete name of the project.

(g) For each new project, the motion passed by the committee (approved, approved pending
clarification, deferred, disapproved) must be recorded with the exact vote, which must include
the number voting for the motion, the number voting against, and the number abstaining.

(h) Committee deliberations on each project must be reflected in the minutes so that an
outside observer can understand the issues discussed, and recognize the specific revisions and
clarifications requested for each protocol under consideration. Experience has shown that if
IACUC members are asked to provide written or electronic copies of their reviews, their
comments can be used to document deliberations and greatly streamline the process of writing
the minutes as well as communicating IACUC decisions in writing to investigators.

(i) The minutes must note which members recused themselves for which project(s) to
prevent conflicts of interest.

(j) If they are important to understanding the conduct of business, copies of any internal or
external reports or correspondence with outside agencies referenced in the minutes need to be
attached to the minutes.

(2) Once IACUC minutes are approved at the following meeting, the IACUC Chairperson
needs to sign and date them at the bottom. No local official may alter the IACUC minutes once
signed by the IACUC Chairperson, and no local official may exert pressure on any IACUC
member to change the wording in the minutes to language more favorable to the institution. If
requested by the CVMO or other VA Central Office official, complete copies of the signed
minutes need to be sent through the ACOS for R&D and the medical center Director. The R&D
Committee needs to review a copy of the signed minutes as an item of business, but R&D
Committee approval is not necessary prior to sending minutes to ORD for review, i.e., if ORD
requests a copy for review.

g. Mandated Reporting of Deficiencies. As a condition of extending the privilege of
conducting animal research to individual medical centers, VA Central Office expects that the
IACUC and institutional administrators will avoid any appearance of hiding or suppressing
deficiencies. NOTE: This goal is best achieved by prompt reporting of deficiencies before
others outside of the program do so. Consistent with NIH Notice NOT-OD-05-034 dated
2/24/05, "Guidance on Prompt Reporting to OLAW under the PHS Policy on Humane Care and
Use of Laboratory Animals,” facilities should notify appropriate agencies by phone immediately
that a full, written account of a reportable deficiency is forthcoming.

(1) The main categories of deficiencies that must be reported to outside authorities and the
elements needed in the report are as follows:

(@) Any serious or continuing non-compliance with PHS Policy (including any serious

deviation or continuing non-compliance with the provisions of the Guide, as required by the PHS
Policy) or USDA AWAR. The report needs to include:

28
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[

. When and how the IACUC became aware of the problem.

2. When the investigation was performed to determine facts and detail the circumstances that
led to the non-compliance.

3. The results of that investigation, and

4. What corrective actions the IACUC approved to stop the noncompliant activity and
prevent future recurrences.

(b) Suspensions of protocols previously approved or suspensions of procedures or studies
never given approval (see subpar. 8h). The report needs to include:

=

. When and how the IACUC became aware of the problem.

2. When the investigation was performed to determine facts and detail circumstances that
lead to the non-compliance,.

[oM)

. The results of that investigation.

[~

. When the IACUC convened a quorum to suspend the activity.
5. What corrective actions the IACUC approved to prevent recurrences.

(c) Failure to correct a significant deficiency (identified during a semi-annual IACUC
program or facility self-assessment review) according to the schedule approved by the IACUC.

(2) The report needs to include:

(@) The date when the IACUC identified the deficiency.

(b) The timetable and plan approved for correction.

(c) Why the correction(s) could not be completed according to the timetable,.

(d) The revised timetable.

(e) The plan to finish the correction(s).

(3) The USDA AWAR (see 9 C.F.R. 82.31|[c][3]) states that the failure to correct a
significant deficiency must be reported in writing within 15-business days of the self-imposed
deadline by the IACUC, through the Institutional Official, to USDA and any Federal agency
funding that activity. This required 15-business day reporting period is extended to cover all
categories of reportable deficiencies. NOTE: Consistent with NIH Notice NOT-OD-05-034
dated 2/24/05, "Guidance on Prompt Reporting to OLAW under the PHS Policy on Humane

Care and Use of Laboratory Animals,” facilities should notify appropriate agencies by phone
immediately that a full, written account of a reportable deficiency is forthcoming.
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(4) Although an ORD veterinary hold (see subpar. 4d) is not considered an IACUC
suspension, it must be reported to other Federal agencies if the IACUC and 10 find that
information in the ACORP represents a reportable deficiency as defined in subparagraph 8g(1).

(5) Deficiencies meeting any of the criteria in subparagraph 8g(1) must be reported in
writing within 15 business days through the ACOS for R&D and the medical center Director to
the following agencies and offices:

(@) ORD (by contacting the CVMO's office).
(b) OLAW, as required by PHS Policy.

(c) The Animal Care Section at USDA APHIS, as required by AWAR, if the deficiency
involves a species meeting the definition of an animal in the AWAR, or if the deficiency impacts
the care or use of such a species.

(d) AAALAC, as required by AAALAC rules of accreditation.

(e) The affiliate’s IACUC, if a joint IACUC is not present and the project involves animals
purchased with funds awarded to the affiliate, or if an agreement between the VA and affiliate
requires such notification.

() The VA ORO, as required by ORO policy.
(9) Any Federal agency (other than the VA) funding an activity that has been suspended.

h. Suspension of Projects. The IACUC may suspend an activity that it previously approved
if it determines that the activity is not being conducted in accordance with the description of that
activity provided by the Principal Investigator (PI) and approved by the IACUC. It may also
suspend any animal procedures not approved by the IACUC. Unless the 10 has granted
additional authority, the IACUC may suspend an activity only after review of the matter at a
properly-convened IACUC meeting and with the suspension vote by a majority of a quorum.

i. Investigation of Allegations of Improper Animal Care or Use. All internal and external
allegations of improper animal care and use at a medical center must be reviewed promptly by
the IACUC, and investigated if warranted. A written report of the review or investigation needs
to be approved by a majority of a convened IACUC quorum and sent to the medical center
Director through the ACOS for R&D.

(1) If preliminary findings suggest that an allegation does indeed represent a reportable
deficiency as defined in subparagraph 8g, the agencies and/or groups listed in subparagraph
8g(5) must be contacted as indicated in paragraph 8g(4).

(2) Contact with CVMO. If local efforts to correct deficiencies have proven inadequate,

individuals may contact the CVMO directly to discuss concerns, solicit guidance, or seek
information without requesting or receiving local permission to do so (see subpar. 6d).
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J. Reports. The following reports and correspondence must be forwarded to the CVMO's
office or ORD, as indicated:

(1) USDA Annual Report of Research Facility. This report (required by the USDA
Animal Welfare Act Regulations and Standards, see Sec. 2.36) must be completed and submitted
to ORD by November 15 each year as a component of Part Il of the Research and Development
Information System (RDIS). The forms are collected by ORD and sent to the appropriate USDA
sector office. A copy of each form is also sent to the CVMO’s office by ORD. Species not
covered by the definition of an "animal” by USDA AWAR should not be included on this form.
Instead, such animals should be reported on the VMU Annual Report (see subpar. 8j[4]).

(2) AAALAC Reports. Every third year a comprehensive AAALAC Program Description
must be completed prior to the scheduled triennial AAALAC site visit (see Sec. 4, par. B), and
annually, an abbreviated report also must be submitted to AAALAC (see Sec. 1, par. f).

(@) The triennial Program Description should not be submitted to ORD or the CVMO, unless
a copy is requested.

(b) A copy of each annual report and all correspondence to and from AAALAC (minus the
triennial Program Description) must be submitted to the CVMO and ORO no later than 30 days
after submission to AAALAC, or receipt from AAALAC.

(3) IACUC Semi-Annual Self-Assessment Reviews. Semi-annual Self-assessment
Reviews must be prepared by the IACUC as described in subparagraph 8d(1). No later than 60
days after the self-assessment review date, a copy of the approved report signed by a majority of
IACUC members and the medical center Director must be forwarded to the CVMO’s office
through the ACOS for R&D and the medical center Director.

(4) Annual VA VMU Report. An annual VA VMU Report for the previous fiscal year
must be completed using the website designed for that purpose by January 15. In contrast to the
USDA Annual Report of Research Facility described in preceding subparagraph 8j(1), all animal
species used must be included in the Annual VMU Report. Instructions for properly completing
this report can be obtained from the CVMO.

(5) PHS Assurances and Annual Assurance Updates
(&) A PHS Assurance to conduct animal studies is required.

(b) New PHS Assurances and annual updates must be forwarded to the CVMO’s office
within 30 days of submission to PHS.

(6) Correspondence. A copy of all correspondence between OLAW, USDA, AAALAC

and VA facilities must be forwarded to the CVMO and ORO within 15 business days of receipt
or mailing.
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