Interoffice Memorandum

R RN

August 24, 2009 Lo ey

Dr. Jack Bergman | }f. . \t
LDAE

Alcohol and Drug Abuse Centef

McLean Hospital

Belmont, MA 02478

Re.  Space radiation studies

(ki)

Your letter dated July 30, 2009 responding to the committee's questions regarding your
addendum request to study the fong-term neurobehavioral and neuropharmacological
effects of exposure to radiation (Fe56 and protons} in squirrel monkeys was reviewed and
appraved by the McLean Hospital IACUC at it’s meeting on August 12, 2009. Your
addendum now has final approval.

Dear Drs. Bergman

Title of Application: Preclinical Pharmacology of CNS Drugs: Master Protocof
Title of Subproject: Long-Term Effects of Space Radiation in Nonhuman Primates
Principal Investigator: Dr. Jack Bergman

~

!

N &
Name of Institution: McLean Hospital "bf" ok /
IACUC Approval No.: 09-52-18

IACUC Approval Date: August 12, 2009

McLean Hospital has a PHS-approved Animal Welfare Assurance on file with the Office
of Laboratory Animal Welfare (OLAW). The Assurance number is A3685-01.
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Sincerely, ;
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Mclean Hospital
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Mclean Hospital

LS sl Strewt, Belmont, Messschusors QF4T80t0%
Telephone 611 3532000, FAX 417 A55-31299

January 13, 2010

Dr. Jack Bergman, Principal Investigator
(X6 ) :

Preclinicaf Pharmacology rrogram
Mailman Research Center

Mclean Hospital

Belmont, MA 02478

Title of the Application: Preclinical pharmacology of CNS drugs:
Master Protocol #09-5/2-18

Title of Subproject: Ground-Based Studies in Neurobehaviorat Biology

Dear Dr. Bergman:

(oY)

The IACUC committee reviewed and approved your response at it's meeting of January
13, 2010 and your addendum now has final approval,

This institution has an Animal Welfare Assurance on fije with the Office of Labaratory
Animal Welfare (OLAW). The Assurance number is A3683-01.

Sincerely,
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~~~~~~ Forwarded Message /1 1/ )
From: Jack Bergman . L b,k,‘ﬁ)
Date: Tue, 17 Nov 2009 12:04:35 -0600
To: Stephen Davison <stemga_g;.ckdaw’scwfi?;rasa.r:_g;\.;z-, i 27”;{?»-/‘ }
e i ‘ ‘ e e ‘/f
Cc: Francis Cucinotta <f_raﬂcss,.-3.r:f;e:snc_;t_.a 333 anys

Subject: RE: McLean Hospital anja Care Facility

Hi Steve,

The MclLean Hospital Animal Care Facility and the NERPRC facility are
S€parate and independent facilities, though both NERPRC angd Mclean have
reéationship to Harvard Medical School, NERPRC is part of the Medical

nd I are both faculty at Harvard Medical 5chool.)

School, wheraas Melean Hospital is affiliated with the Medicai Schog) N
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Regarding documentation on the McLean Facility's certification, 1 wil Check
with the fFacility Mmanager and get back to you.

Best,
Jack

Jack Bergman, Ph.D,
MclLean Hospital

----- Originai Message-----

From: Davison, Stephen C. (HQ-BLOOO)
[mailto:ste hen.c.davison anasa, ov]

Sent: Tuesday, November 17, 2009 9:59 AM
To: Bergman, Jack '
Cc: Cucinotta, Francis A, (JSC-5K31 1)
Subject: Mclean Hospital Animal Care Facility

Dr. Bergman:

Two quick guestions:

1. What js the relationship between NIH/NEPRC and the McLean Hospital
Animal

Care Facility?

2. Is there any documentation that can he Provided on the Mclean Hospitaf
Animal Care Facility's formal certifications?

Stevea Daviscn

JAdvanced Capabilities Division
cexXploration Systems Mission Directorate

i':-i:L."I:«x?a‘xrckt'fi‘i&‘»t-33:-:\\0:;,\:»:«@»_wm«mw.w.m.w, [N



S -.a.-mM.51\mmxvax‘d&hwﬁiwm%?ﬁ%m&&

NASA Headquarterg
Washington, DC 20546

Office: 202-358-0647

Email: s*e:bm“:’ﬂ g
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------- Forwarded Message TN
From: Jack Bergman . i SO
Date: Wed, 18 Novy 2009 13:49:33 -060
To: Stephen Davison <sfephen. g@gﬁm@“aﬂmv>
Cc: s i

Subject: RE: McLean Hospital Animal Care Facility Bads
Hi Steve,

Just to follow up further on YOur guery ra-: certification of nyr animal
facility, Mclean Hospital has PHS~approved Animal Welfare Assurance gn
file with the Office of Laboratory Animal Welfare (OLAW), The assuranca
number is A3685-01 {FYI, that information is in the TACUC approval letter
that accompanies the ariginal pProposal.) In addition, if it helpful, our

hospital Jacuc reviews oyr protocols regularly (current approval # i3
% 9-5/2-18). we 10pe this g heipful, Lot s know if ¥You need furthar
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information.

Best,
Jack

Jack Bergman, ph.p.
McLean Hospital
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----- Original Message-----
From: Davison, Stephen C. (HQ-BLOOO)
[mailto:ste hen.c,davfson@nasa. ov]

Sent: Tuesday, November 17, 2009 9:59 AM
To: Bergman, Jack

Cc: Cucinotta, Francis A, (JSC—SK311)
Subject: MclLean Hespital Animal Care Facility

Dr. Bergman:
Two quick questions:

1. What is the relationship between NIH/NEPRC and the MclLean Hospital
Animal
Care Facility?

2. Is there any documentation that can he provided on the MclLean Hospital
Animal Care Facility's formal Certificationg?

Steve

Steve Davison
Advanced Capabilities Division
Exploration Systems Mission Directorate
NASA Headquarters

/ashington, DC 20544
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S
Lyndon B. Johnson Space Center
2157 NASA Parkcwuy

Aouston Tenas 770587608

SEL29.27%

Drr. Jack Bergman

The Mclean Hospital Corporation
(bY(D

Dear Dr. Bergmun,

This is not sn authorization ro procced with your projeet, and you shouid he awire that NASA
may not reimburse any expenditure of funds incurred before satisfactory technical and contracrual
arrangements are agreed upon. All awards concerning this ihvestigation will be 1o your
institution. You snd your institution will be held responsible by NASA for carrving out the
investigation. These responsibilities are described in e NRA and wili be established in more
detw! in the subsequent award, Funding for this award will begin no earlier than

November [, 2009, contingent on avaitability of funds as appropriated oy the Congress. Cests
should not be incurred on this project prier to authorization by the NASA Grants Officer.

Parsh e extend my personad o PRroCiziien fo you for vour nfere st in the NASA He
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Cucinotta, Francis A, {JSC-SK311 )

From: Jack Bargman (b) (&* }
Sent: Thursday, June 28, 2008 4:54 Py
To: ’ X _ b 3

Ce: Cucinotta, Francis'A. {(48C-8K211)

Dear Mr. Willison,

tam writing to ask your nelp, |, (/ bagég ) and my administrative assistant at Mel.ean Hospital have begn trying to submy
our Step 2 proposal 1o NAS{% (09-R Q0 p. gy,

| understand that there may be some concam regarding extra ima {at this point, 53 minutes) that may be advantagecys
the late submission, Ag the principal Investigator, | can pledge to you thay the proposal was completed well befrg the

deadline time and has not been changed sinca. | am attaching a pf copy of the proposa| in the event YOU wish i

compars it to the document that was submitted through NSPIRES, .

P hope that you are abie to hielp ug in this matter, Thank you in advance for your king consideration of oyr request,
Sincerely yours,
Jack Bergman, Php,

Jack Bergman, PhD,
McLean Hospilal

(X6
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Cucinotta, Francis A, {(JSC-SK311)

From: Cucinotta, Francis A (J8C-8K211)
Sent; Thursday, September 03, 2009 356 oM
To: \ack Beroman

Ce: (o))

Subject: HE: Nasa Space Radiation Proposal

Hi Jack:

As we briefed oup management, one topic came tp is to he prepared for any public relations
issuas that could arise with Ypper NASA management o the public. NasA has fundad primatae
research in the past byt not in the last few years, -

We will be breparing a set of RTQ or FAQ's for NASA's PURlie affairs offica and wera hoping
we could discuss these with vou naxt Tuesday. This should only take about 3o minutes so if
you let us know a good time . preferably in the morning that would be & big help.

Best regards,

Francis

N R S b S R e



Cucinotta, Francis A. (JSC-SK311)

From; Bergman, Jack ) {__ig} a‘ }
Sent: Friday, September 04, 2008 949 AN
To: Cucinotta, Francis A [JSC~SK21T}
Cet JE=DI (/D]

Subject: RE! Nasga Space Radiation Preposal

Hi Francis,

Regarding talecoaference, Iam certainly availasle Tuesday moraing at your corvenience, Just
Iet me know what time is good for you,

Best regards,

Jack

Jack Bergman. Ph.D.

(Y0

From: Cuclnotta, Francis A (JSC-5K211) {francis.a,cucinotta@nasa.gov]
Sent: Thursday, September 83, 2009 4:59 PM

To: Bergman, Jack

cer | ) ( S

Subject: RE: Nasa Space Radiation Proposal

Hi Jack:

This week we had our formal meeting on the selection of Space Radiobiology proposalg,
Congratulations and we lock forward to orking with you. Formal letters will be sent in about
2 week,

As we brisfed our management, one topic came up is to he prepared for any public relations
issues that could arise with upper NASA managemant or the public. NASA has fundeg primate
research In the mast byt Aot in the last few years,

We will be precaring a set of RTQ or FAQ's for NASA's Public affzirs wffice and ware hoping
we could discuss thase with you next Tuesday. This should only take about 38 minutes sp 1i¥
you lat us know 3 good time - preferably in the moraing that would be a big help,

Best regards,

Francig
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Cucinotta, Francis A, {JSC-SK311)

From: Cucinotta, Francis A (JSC-8K211)
Sent: Friday, Saptember 04, 2009 12:25 opa
Ton Bergm=n, Jack

Ce: BRLALA]

Subject: RE: Nasa Space Radiation FProposal
Hi Jack:

Thanks.

I will call you at 11 AM central on Tuesday.

-Francis

----- Original Message--u.. Cen

From: Bergman, ".fackg (b)(f¢‘3 ..
sent: Friday, September 24, pgy 9:49 am
To: Cucinotta, Francis A, (ISC-$K211)

te: (b)(y)

Subject: RE: Nasa Space Radiation Prepasal

Hi Francis,

Thank you. we apa looking forward to g very fruitful relationship with you and NASA., T am
optimistic that oupr project will be highly successful, and provide a2 meaningful bogst {pun
intended!) to the agency’s programs . .

Regarding teleccnference, T am certainly availabie Tuesday morning at your convenience. Jyst
let me know what time i good for yoy,

Best regards,

Jack

Jack Bergman, Ph.D,
Mctean Hospital / Harvard Medical School

(03()

Frem: Cocinotta, Francis A, (35C-5%211) {francis.a.cucinotfa@nasa,go\/j
Sent: Thursday, September 93, 1pe9 4:59 pM

To: Bergman, Jack

Lo IbYial

Subject: Re: MNasa Space Radiation Proposal

Hi Jdack:

This week we had cur formal meeling on the selection of Space Radiobiology proposals.
Congratulations and we look forward ta workirg with ¥Ou. Formal Istters Will be sent ip about
a week,

N



As we briefed cur mahagement, one topic came up is to he Prepared for any public relations
issues that could arise with upper NASA management or the public. NASA has Funded primate
research in the past byt net in the last few years,

We will be preparing a set of RTQ or FAQ's for NASA's Public affairs office and we
we could discuss these with ¥ou next Tuesday, This shoyld only take about 39 minut
you let us know a good time - preferably in the morning that would be a big help.

Best regards,

Francis
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Cucinotta, Francis A, (JSC-SK31 1)

Fronm: Cucingtta, Francls A, WSC-8K311)

Sent: Fridav Ortrar 23,2000 1210 (=47 ]

To: ! i,

Cg: ‘ ( 53 ) {?‘) ,

Subject: Re: Nasa Space Radiation Propesal -
Hi Jack

Just in cage you had not received the materia]. Leah at BNL can send you ali of the

formg
for the Bean time proposal for the NsaL experiments,

The proposals are svaluated 3 times 3 year. The next deadline ig spproaching soon {Nov 53,
but since 1ts a new Broposal we can allow a fey days extensipn if needed,

-Francis

L-u-'lw-u““ﬁ-om"www.‘w~n-v-‘ T

AP S e

B



Lucinotta, Francis A, {JSC-SK311}

From; Jack Bergman () () .
Sent: Friday, October 23, 2008 $00 PM

To: Cucinnita, F rancis A, (I8C-8x314 )

Cer . - B s

Subject: RE: Nasa Space Radiation Propogs;

Thank you, francis, I got the material from Lesh and we will Bet on it asap.
Have an enjoyable weekend,
Best,

Jack

“-YoUu'll be amused tg know that I am listening to the ongoing congressional discussiong ra;
NASA'S futurs program with a wholly new perspective. ...

Jack Bergman, ph.p.
Mclean Hospita)

5 | | ~

~~~~~ Griginal Message- .. ..

From: Cucinotty, Francis a, (I5C-35K311)
{maiito;francis,a.cucinafta@nasa.gov}

Sent: Friday, Octaber 23, 2669 1:1m PR

To: Eergman,ﬂJack

Ce: o B ) ..
Subject: Re: Nasa Space Radiation Proposal

Hi Jack

Just in case you had not recpiveq the material~ pagn at BNL can send you all of the forms
for the Beam time proposa) for the Ns&L @xXperiments,

The proposals are evilusted 3 times g yeae. The next deadline 1s appreaching sogn {(Nov 53,
but since its 3 W proposal we ean allow a fey days extenssion 1Ff needed,

~Francis

B A bmenm by,



Cucinotta, Francis A. {JSC-SK311)

From: Jack Bergran (b) ( b )
Sent: Thursday, Novembaer 1 2, 2008 5:19 pM
To: Cucinotta, Francis A. (WSC-8K31h

Ce: (I ( ) ‘

Subject: RE: e-mai'ed questions o Dr Bergman
Hi Francis,

Wetl, that doesn't souns aftogather encouraging. For what #s worth, 1 don't think NiH wil brovide any nagative surprises,
First, the NIH itself Supports regional primate centars! Second, the agencieg {e.9. NIMH or NIDA) depand on study
sections for review of applications for scientific worth {which includes cancerns regarding appropriate use of animals) and
on home institutional animal review commitiess {IACUCs), as we described in the phone conferance,

Should we be concerned that this wark uitimately will not be funded If 50, should we hoid off setting up for thig projecty?
if we can help futhar in &ny way, please iet us know.

Best,

Jack

Jack Bergman, Fr.D.
McLean Hospital

(M ()

----- Original Messagg—---

From: Cuzinofta, Francis A {38C-5K311) [maiito:francfs.a.wcinotta@nasa.gcv}
Sents Thursday, November 12, 2009 5:23 pM

To: Bergman, Jack

o' (h)é(;))..,_ .

Subject: Re: e-mailed questions to Dr. Bergman

Hi Jack

Thanks very muah for helping out.

Don't know for sure nut believe it wil be a mixed oufcome, The management is morg convinced than before on
need for this research, However want to look at how NiH or other ageancies raviews nen-human primate research

as g cheek.

Nasa does human fesearch Hor exampie bed-ragt studies) and anlmal studies. { guess ] am nat sure whare this
ivok and see will lead,

-Francis
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Cucinotta, Francis A, {JSC-8K311)

o ,
From: Sergman, Jack, - ibl( ({3
Sent: Friday, Novembar 13, 2008 6:08 AM
To: Cucinotta, Francis Af JSC-BK31N
Ce: ' . 7 Lo
Subject: RE: e-mailed questions tp D, Bergman

Thanks, Francis, That helped me sleep bettar, If we don't speak today, have ap enjuvable weskend!

Best,
Jack

Jack Bergman, Ph.D.
McLean Hospital / Harvard Medical Schoot

(5 (1)

bttt e et e o

From: Cucinotta, Francis A (15C-5K31 1} {francis.a.z:ucimtta@nasa,guvj
Sent: Thursday, Novernber 12, 2003 6:30 pMm

To: Bergman, Jacik .

Ca*  (N(G)

Subject: Re: -mailed questions to Dr. Bergman

At s, e T e b et i e LT e,

Hi Jack

! very confident come tanuary funding witl ba provided and study procesd ag plahed.

Butin the mean time some fotks at NASA Ha will fing out what your Message reports- thelr is o other review steps
beyond the ones we have foliowed used by other agencies. By the way the PEEr review panel raised ng issuas in
reviewing your proposat and they typically are quite vocal if they had an issys.

I think finalizing the revised SOW Is stil next step, but will of coures let you know i another one is askad for,

Best regards,

Francis

Frnm: JaCk %mman (Jb)[&") . T e e T e . L T e
To: Cucinotta, Francis A, (JSC-5K311Y

Cec | (.

Sent: Thy Nov 12 17:18:33 2900

Subject: RE: e-malled questions to Dr, Bergman

Hi Frangis,

Wel, that dossn't sound altogsther 8nCouraging. For what it's worth, | don't think NIM will arovide any nagative SUrprises,

First, the NiH itseit Suppants regional primate canters! Second, the agencies (e.g., NIMH or NIDA} depend on study
sections for review of applications for sclentific worth (which includas concermy regarding anproprate Use of arimais) ang '
on Fome institutiona! animal feviaw committees {IACUCS), as we described in the phone conference, ' :
Should we be concarted that this work ultimately will not be funded? ¥ 8¢, should we hold off setting up for this Drtlect? ¢
] ;
§
f

If we can help furthar in any way, please Iat us know

N



Best,

Jack

Jack Berginan, Ph.0.
MeLean Mospityl

1

()

~---Original Message-«.- '
From: Cucinotta, Francis A, {38C-sKc311) {mai&o:ﬁancis.a.tucimtb@nasa.gov]
Sent: Thursday, Noverber 12, 2009 5:23 PM

Tor Bergman, Jack = ;-

ca T (B

Subject: Ro: e-mailed questions to Dr, Bergman
Mi Jack

Thanks very much for helping out,

Don't know for sure but believe it will be 2 mixed cutcome. The Management is more cenvinced than before on

need for this research. However want ta fook at how NIH or other agencles reviews fion-human primate research
as a check. ‘ &

Nasa does hurnan research (for example bed.rest studies) and animay shudies, |
fook and see will lead, Buess f am not surg where thig

~Francis
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Cucinotta, Francis A. (JSC-SK311)

From: Cucingita, Frangis A, {JSC-8K31 1}
Sent: Friday, Novamber 20, 2002 :27 AM
To: vack Bergman',© ¢ 'a){ )
Subject: Update of IACUC

Hi Jack and {3 ()

In case we forgot to ask- based on chanrges including additional controls -plesse send us a
new IACUC aporoval from Mclean as needag. -

Thanks

Frarncis




Krenek, Sam (SC-8K211)

From: Krenek, Sam (JSC-SK21 1}

Sent: VWednesday, Derember 02, 2008 11:18 AM

To: ) (Q‘,) . : Cucinotta, Francis A. (JSC-8K311 )

Ce: s i Sulzinan, Frank M. (J3C-SK)

Subject: RE: heads up on an Added process

JECK ~ Knowy P13t you have NUGE NASA suppor ag wal! - framt the project, o the program o HQ. . By being NASA

MO wants t proceed as cauticugly and poktcslly correct 35 Pessle - comes with the fweritory of 3 federal agency. So

know that we're deing Svarything we can to gt the award sut in you ('éspecsa.’!y Frangis),

3K

From: jbergman@hms.harvard.ady () ;
Sent: Wednesday, December 02, 2009 11:07 AM

To: Cu:?)not:a Frands A. (1SC-5K311) -
Ca: (DY ; Krenek, Sam {ISC-sK211); Sulzman, Frank M, (I5C-5K)

Subtjecty Re; heads Up on an Added process

Hi Francis,

We haven't heard from you, so I presume the telecon will g0 on wiout us or at another time. Let ys know when
and/or how to help. This primate issue is annoying but we are faily committed to the concept and work of the
project. [ don't understand how folks expect space research to progress otherwise, Regarding the issue of study
length and ¢uthanasia, I think it is important to stress that none of our work js terminal. The subjects we will use

will live out their natura} lives and be availabile to NASA for further study, should that be desired, Indeed, that
is a notahle strength of the project design. : T

Best,
Jack

Sent from my Verizon Wireless BlackBerry






