
Annual Report to OLAW 

,---·------ - - - - -- - - - - -- ---- ---~ ------------- ·- ·- ··---
Institution: Southern Research ------------ - ·------ -·---·· - - -- ------
Assurance Number: 016-00025 

Reporting Period: 01 JAN 2019 - 31 DEC 2019 '--------- -------- -- ---- - --- ·-·-··-.. ·-·--- .. --.-- .- ····--

This Institution's Institutional Animal Care and Use Committee (IACUC), through the Inst itutional 
Official, provides this annual report to the Office of Laboratory Animal Welfare (Cl.AW). 

I. Program Changes [Select A or BJ 

[ ] A. There have been no changes In this Institution 's program for animal care and use as 
described In the Assurance. [Skip to Item 11.] 

[ x 1 B. Change(s} In this Institution's program for animal care and use as described In the Assurance 
have occurred during this reporting period , (EA.Q.2) 

Select all that apply: 

[ J This Institution's AAALAC accreditation status has changed (PH$ Policy IV.A.2, ). 

( ] AAALAC Accredited - category 1 

[ J Non-Accredited - Category 2 

[ x J Tills Institution's prowarn for anlmal care and lJSe has changed (£!::!..S...PQJJ.i;.y_JY.,A.J_._<l.:!.,). 
[Atl'ach a full description of the changes.] 

[ x ] The lndlvldual designated by this Institution as the Institutional Official has changed. 
·[Provide name, tltle(s),. address, e•mallf phonei and fax numbe,,s In Jtem V.-) 

( x ) The membership of this Institution's IACUC has changed . [Provide current roster of 
members In Item VI.] 

II. Semiannual Evaluations 
This IACUC has conducted semiannual evaluations of the Institution's program and Inspections of 
the Institution's facllltles (Including satelllte facilities) on the dates below. Reports of the 
evaluations and Inspections have been submitted to the Institutional Orflclal. The reports Include 
any IACUC-approved departures from the Gulde with a reason for each departure, any deficiencies 
(significant or minor) that were Identified, and a plan and schedule for correction of each 
deficiency. [Do not provide semiannual report . .; onless they Include a minority view.] 

A, Program Evaluations 

(Two dates (mo11th/day/year) must be provided to satisfy the PHS Polley requirement that 
evaluations be done at 6 month Intervals. If the IACUC conducted more than 2 evaluatfons of 
the program during the reporting period, please attach B list showing the dates.] 

Date 1:Aprll 23,24,26,29,30 2019 Date 2:October 21,22,23 ,24,29,30,31 

'20 JA~ 8 PMl2:il! 
I 
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B. Facility Inspections 

[Two dates (month/day/year) must be provided to satisfy the PHS Policy requirement that 
facl/lty inspections be done at 6 month intervals. It" the JACUC conduct ed more l'han 2 
Inspections of each site during the reporting period, please atl'ach a list showing the dates.] 

Date 2: OCT 17,22 ,23,25 Date 1: April 9,11,12,19,23 2019 
_FINAL REPORT sent to IO 29 MAY 2019 .FINAL REPORT sent .to.JO 09_,DEC 2019 __ _ 

IU. Minority Views [Select A or B] 

[ A. There were no minority views during th is report ing cycle. 

[ x ] B. Any minority views submi tt ed by members of the IACUC regarding report s filed under~ 
£QfkyJYJ:.. for this repo rting cycle are attached . 

IV. Signatures 
.. ---·--··----··- -- - .. -·••----- ------·-·· ... .. 

IACUC Chairperson Institutional Official -------- ----
Name: Deborah S. Gohegan Name: Dr. April Brys 

_$._gnawe: D SI natur~ ;_l-~ ..- --- -. .-.-- J- --

Date: Q'/;, ~)}\~ ~ Q~Q __ _ _ _,___Da_te_: -->o,<_~G.Lr.,d ="'-"='.l...L-- -- --' 

v. Change in Institutional Official 
..... - ·-·- .. - -----------

Name: Dr. April Brys 

Tltle: VP Drug Developm~; --· ··--- -·--- __ J Degree/Credential : PhD 

Name of Insti tution : Southern Research 
-···- ... .. _.. . . - -· --- · ····- - - ··-·-- --- --------
Address: [street, city, state, zip code] 
2000 9th Ave South 
Birmingham , AL 3520 5 

E~mall: abrys@southernresearch .org 

Phone:! (b)(~ 
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VI. Change in IACUC Membership [Current roster] 
-· -····-- ·- -- ··-··- ···· ··--

Institutloru Southern Research 

IACUC Contact Info1 ·matlo11 

Address: [street; city, state, zip code] 
43 1 Aviation Way 

_,=rederlck, MD 2170 1 -··- ~r-- . 
E-mall: dgohegan@sout hernresearch.org 

.. - ------ , ·-·-·--·--- -- ·- . -
Phone: I \D}~ i Fax:1 (b)( ~ 

IACUC Chalr1>erson 

Name: Deborah S. Gohegan (Member #13) 

. _Elr Lab O~e~~i:,~~-;DDV!. °-DV Tech Ops fo;~; ee/Credent lals: 
-

Title: DS,LATG -
PHS Polley Membership Requiremen ts'° : 

IACUC Roster [Provide /Je/ow or atl'ac.:11] 
----- --···· -- ---- ···-- .. , . ·• -· .. 

Name of Member/ Degree/ Positio n Tltle/ Occupat ional PHS Policy Membership 

Code• Credentlal Background "' Requirem ents' '' 
-· -·-·--·-- ·--- -- - - --· · 

Sr. Mgr. Vet Veterinarian*"'* 

1ames.Jo_orT)eY.L1141 DVM .. -· Services/ Attcnd lnq_~g_t- ·-· .. - ~-
(b) <61 Prncttclna Sclcn __ t ist * ~-*--

Member ~ ---- ·· ... ·-· ....... 

Member --· 
Member ·-
Member 

Member -·- -·· . -

Vlce·Chafrnc 1:_:;on .. 

Non-AfflllatP.d/Non• 
~CIE!,\l.tJst • * * .. --·--

Mcm9.fil. -----
J1ember 

Member --E ----
~ • t ing __ ·-·- . 

1 Primary Locat ion-Birmingh am, AL / 2 Primary Location-Frederick, MD 
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• Names of members, other than the chairperson and veterinarian, may be rep resented by a 

number or symbol In this report to OLAW. Sufficient Information to determine that all appointees 

are appropriately qualified must be prov ided and the Identity of each member must be readily 

ascertainable by the Institut ion and avallable to authorized Ol.AW or other PMS representatives 

upon request . 

·• List speclflc position titles for all members, Including l)Ollafflllated (e.g., banker, teacher, 

volunteer fireman; not "community member" or "retired"), 

... Pl 1s Polley Membersh ip Requirements: 

Veterinarian 

Scientist 

Nonsclentfst 

Noru,fflllated 

veterinarian with training or experience Jn laboratory onlmal science and 

medicine or In the use of the species at the Inst itution, who has direct or 

delegated program authority and responslblllty for activ ities Involving 
animals at the Institution. 

practicing scientist experienced In research Involving animals. 

member whose primary concerns are In a nonsr.lentlflc area (for example, 

ethicis t , lawyer, member of the clergy). 

lndlvldual who Is not affiliated with the Institution In any way other than as a 

member of the IACUC, and Is not a member of the Immediate family or a 

person who Is afflllated with the Institutio n, This member Is expected to 

represen t general commun ity Interests ln th e proper care and use of ,mlrnals 

and should not be a laboratory animal user. A consulting veterinarian may 

not be considered nonafflllated. 

(Note: alf members must bo appointed by l'he CEO (or lnclfvlclual with specific wf'ftten deleg,1.t/011 

to appoint members) and must be votiny members. Non-voting members and alternate members 

must be so Identified. J 
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r:r:'I SOUTHERN 
~RESEARCH 

SoMng Ute world's hardest f)rolllems. 

The following changes to the Institution's Program for Animal Care and Use, as described in our Assurance 
D16-00025, are as follows: 

1. 

2. 

3. 

(b)(6 

4. (b) (6)jOeborah Gohegan took the 
position of Chairperson 18 MAR 2019. The Org chart was updated In the CACUPG Issue #31, on 
01 APH 2019 as approved at the 28 MAR 2019 IACUC meeting. 

5. Policy 1118 - Dog Walking Policy was added to the CACUPG Issue 1131, on 01 APR 219 as approved 

at the 28 MAR 2.019 IACUC meeting. 
6. (b) ~ Dr. Ray Walts became Interim CEO ___________________ ..... 

on 09 MAY 2019. • 
7. Dr. Watts appointed Dr. Brys-Vice President of DOV-the 10 for Southern Research on 14 MAY 

2019 . 
8. The Org chart was updated in the CACUPG Issue 1132 on 28 MAY 2019 11s approved at the 23 

May 2019 IACUC meeting. Dr. Ray Watts was added as Interim CEO and (b) ( 
(b)( 

9. 

10. Guldellnes for Retro-Orbital O!ood Collectlon in Rodents was added to Policy It 4 · Polley of Blood 
Collection In Laboratory Anlmals. Polley #19· Polley on Social Acclimation was approved at 26 
SEP 2019 IACUC. CACUPG #33 was updated with these additions. 

Attached Minor ity Views as excerpted from the IACUC minutes of 27 JUN 2019. 

SouthernResearch.Org 
431 Aviation Way • Frederick, MD 21701 • 301-694-3232 
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-r:r:'lsourHERN 
~RESEARCH 
-- -·- - ·- . . .. 
Solving tlm Worhl's Hardest Prohlenis 

The Cholrporson nskcd the committee 10 review the Sunrnrnry lloporl 1111<1 11skccl i f there wcro nny 
questions. 
Member 4 revlewocl his responses to the contingunclos for ACUP 19-0l -003B Amo11dmo11t Ill, "IND
S11ppo11ing Studies (l'hnrmncoklncllc nud Toxlcily) for n Blologlc11I Thorupoulic (f-12319) In No11-H11mn11 
Prlmttlcs (NHPs), Mcmbor 11 slated he (lid nol object lo lhe approvnl of tho Amenclment, rnlher he did nol 
enclorsc some of rhc responses lhul the Sponsol' 1nAdo. The conllngonclcs with Mcmbct· •l's mlnorlly 
views In red nre ns follows: 

Contlnnoncv 1: VY11ot Is lho JusUncallon for dosing wilh 6rng/f<{J7 'Nhat spoc!Rcally ts lo bo learned from this stutly? How wlll 
lhoso rosull& holp clinical 1,oahuent moving Corwnrd? Has a horm vs. benofil anfllyela been porlormed? 

Ros11onuo: I addrosol)d thono <1uoatlons lo lhn s11onsor, mHI tho s11oneor's ros11011soa nro os rollows; 

• Tho high dosnoo soloclion of 6mg/kg Is based 011 provlous findino lhRI II would show d1110-s11odh1: olrccts necn~s111y lo 
untlnrstond its uso In ?. wonks rnpP.ntod do~o s,:cmuio wllhout r1oduck10 lncldmice ot folalilios that would prnvent a 
rnou11lngl11I ovnhmllon. To rccap tho 8ht{~ij tlo~o study ,osuU, wo ll!Jmo lhal mo1ibundily/i11111lnl~y 1·ms ohsn,vm.l llial .110 YA 
,011110<1 In tho groups 10 11nct :w111u11<g. Mow1wer, Iii 5n1!Jlko group only 1 nninllll oul of 101111 U wns round <hrnlh, whnro the 
doconsod n1~11rnl 1·111s round only 3 days ano, l11Jocl1011 (not sufficlont ouough limo to, do:ith rolntod lo noutroponla). So It ls 
Gclonllfrcally jusliliablo lo prosumo this Is not T A-rolnled ovonl n11d lhorofore needs fuilhcr lnvesllyation. 

• I do nol hollovo this lo IJo Oil (IC(llllllO :ilnlomonl. SolUl)O !ISklo fol It lllOll\011I thnl (ho nnrmnl l'//.1$ cloftlly Ill 
bocnuso or lho ln-11111111osurJ111osslvo ortocls or fho loukopo11l11, oil of !ho unlmols dotud OIi tho 11rovlo11c uludy, 111 
1~l doso lovols inclucllnn 5mu/kiJ showod 111lvoI00 offccls from tho lost urliclo; <lonth Is not tho only rclovrn1t 
ttdvo,so olfncl 1111d lhoro should nol ha such a h111nol vision focus 011 II. /Ill 111111111110 domon~ltolo<l Rlfjntrlcnnl 
post•lloso laukoIionl11 and anomlu. Grossly m~ny other 011h1111ls 011 study hud olllltr h1cllcalfons ol 11111101 
~lq~).R!i!ill !i}!e_g!IIJ!\S, Jo ~)Jtl~ l~IJ) boc1111~~j ll,~Y u .m!r),1!11 l1U!1Jtl 91:-'9!l. r(9~g g1mii> (Ii~.!! Jl]ll!lll~.Ulltl ~ii ,~ 
sdo11\IOco!ly jusllflob!o to prosumo lhls Is not l'fHolnto<I ovonl" I& lodo!onslljfo, Slolino lhot 3 dnys Is •not 
sulflclont onoui,h Uino ror donlh ,olntod to no11lro11011lo" rs f11chtnlly looccurnto. •· ,IT 

• tf23 IO Is boh19 developed as a11 11111i•c~ncor troo1111<JJ1I for lhoso pntiontr. vAlh no other lroatnrnnl option. I ho 90;,l ol lhis 
study Is to study lol<!co!o(Jy jirolilo of 1-1?310 and lhon cv;,l11nto !ls toxlcly upon ndn1htlsl111Uo11 Into ,111Jmnlr.. Wr. hovo 
ulioa,fy O$hthtlsluid 11ml 1123 9 could causu st.vuro nu1d101>unl~ whu1\ Athi1l11blu,ed c1hovo 001l~ln <losauo lnvcl via slnulu 
<fosll lo~lcology slmly. Thornfor11, II ls ~r;lonllfic:ally i1sliliad lo tosl 11slr10 ru1h1nls lho dosn90 lcvol helow lho !oval In whlt;h 
TA-rolnlod rnmib1111uityfmo1talily 1•1.1& 01,scivc<l (101110/k!J). 

• Aonln, 'f/1,rolalod moribu111lily/0101lallly wus obsorvod was obsorvrul al !im1J/k11. A<oulno olhmwlRo cmmol ho 
JusliliP.d. - Jl' 

• In c11s0 or ciu1co, pallonls who undorgo cho111othorupy, (IIJoul ~0~70% or 11mm disf)l11y noulroponln froquonlly as mlvurno 
ovont. who,o patlonh' h!?iillh oro closely monilNod nod lmi!cd (GM-CSF lrculmcnl), 1•1hich is an 1:1lroady csh11Jlichr.cl ,Hid 
wol~known maUtod. 

• lo ordor to Accurnloly ovnluato H2319's toxicology and 11culroponl11 lnducll-On It Is allsolulcly 11ocossa1y for 11s lo lost 
dosage tovol c(fulvatonl 10 caoslnu orndo 3 o, 4 (ltospllalliod) to omuo Ii (1m11lallty}. re. do so 19 to 11so 601u/kg os hlnh 
dose. Thoro!oro, ti Is obsolulely necossaly to lost !il!ll)fko In ropo~led <lose soiling. 

o Tho 0I,sorved lost article rolatod 1111n111la onq thromhocyloponlo l!oorvo 1110<0 11llonllo11, Tho M8111ln obso1vocl ot 
6m91k9 on tho previous sludp111pronohod llfo throolonlng fovols aflor Jusl 1 doso. Is ii woI th invosllg&llng a 
repeal dose'/ I seo no roason lo 1tRsurno lhol 1118 aoemla would do anylhlng but got wotso wllh n ro110111 doso. -
JT 

• II rs Ideal to Orid a di,so whero to~I subJucl monkoys saloly 6urvivo lho lraahnont. Howevo, II ls moro lmportanl Co, us lo losl 
H2310's loxlcily prior lo human cllnlcnl lrinl for advnncod cancor pallonls. !I ls theraforo stroleglcally ndvnnl11goous anll 
$Clontlllcnlly memtlnoful lo admlnlste, wido doso rnnge ol H2310 to ovaluoto tis toxicity mlhor (hon lost dosos whoro II wiU 
show lilllo or no rosponse to monkeys. This bofifs much n,orG nicely lo the gonl ol a loxlcolooy study. 

o Agni!\, lhoro woro slgnll{cont advorso offccts pbsoNod In 11U m1lmnls dosocl a\ 6mg/kg. Onolh '9 nol (ho only 
posslhlo advoree e!!oct. Bui soiling lhnl (IS)do, doalh In 33% of lho males In n dosn g1011p likely sooms 
slgnlRcnnt. - JT 

• II ls lo our goal to properly assess toxicolog!cnl doso ronoe illld offrcacloua doso 1ru100 lo ovaluato H231 O's thernroullo 
window. To this alni tho use of 5mg/kg Js nocossa1y lo satisfy our objocllvo. 
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Solvh)ff the World'.s Hardest flrohlcm~ 

QQnlllluQ.!ill'..2.i Rovlso lho Amondrn~nl lo lncludo oscnlalod doslno slmlino vAlh 010 lowor dosos. Ploase bo su,o lo lnc/udo 
lho ctltotla for 010V1no fozw11rd wilh dosing al lho hlohor conconlrnllon (lo, If lho blood lesl resulls show no sign In lmprovumonl 
al Iha lower dosos, 1'11II the hlohor dose llo adn~nlslerod?) 

lloeponeo: l'llo AC\JP an1onlln1onl hos boon ,ovl~od lo tollMl lhnl dosing wlll slorl wiU1 (;rou11s 11111d 2 (1, 3111ulk1J), ond 
lhen dopo11di1111 on tho li11di119s 111 thc~o 2 doso lovets, Group 3 dosl110 nmy (JI m,1y 1101 occur (h~JhllOMod loxl 111 Boclioo 
2.4). ·r110 c1ile1I11 ro, moVinfl ro1wmc1 wilh <10s11111 Grour> 3 (5 mu/l\g) IG o~ foUow;;: · 
• C&nlwl sl{Jns: 

o If no ndvorso clinlcnl si911s mo obsorvcd al 1 nnd 3 mg/kg, Umn wo will mc,vtl forwM,I vAlh doslno Group 3 
o If 11dvorsl) cPnlcaJ s(o11s/m01lh1111dily Mo obsorvod, lhon wo v~II not move forward with <Joslnl) G,011I> a 

• t to,nalology cfnto: 
o II hlood pm11111ulo1s uppe.tr lo lrn rnl11mh1u lo normnl nllor mcoivlno 1 nnd 3 molk!J, lhcn wo wilt movo 

lorvmd wilh dMlll!I ()roup :l 
o II blood pnromolorn do nol nI>po.i1 lo Ix> 1Ql11111i11u lo 1101111111 nflo, rocoivinn 1 and :i molko, !hon 1•10 l'lifl nol 

rnovo fo1wa11I wilh closh10 Group 3 
o tn my opinion moro cl111ity would ho honoliclltl hero. · · JT 

There was no fur1hcr discussion, 
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