
From: Malkin, Elon
To: Smith, James
Subject: [External_Sender] Remediation Completion Letter
Date: Monday, August 13, 2018 4:40:59 PM
Attachments: RemediationCompletion_em20180813.pdf

NRCunauthorizedpurchase_WEAC_emsigned.pdf

Hi Jim,
 
Attached is the remediation completion letter and draft copy of ratification for $94K for NRC
services.
 
You should have a final copy of the FSS Report by tomorrow PM or Wed.
 
 
 
 

From: Malkin, Elon 
Sent: Monday, August 13, 2018 12:37 PM
To: 'Smith, James' <James.Smith@nrc.gov>
Subject: FW: RE: NRC license #20-08361-01 - Pending MARSSIM Submission for Site Excavation and
New Construction
 
Hi Jim,
 
I should get you the final status survey draft to you in the next couple of days as well as cover letter
stating that we don’t intend on any conducting any further remediation.
 
I have also attached a 1995 Report that shows potential burial areas on our site (see page 39).
I’m not sure of the story behind this report. It was compiled for DOE’s hazardous Waste Remedial
Actions Program
 
See email chain below directing us toward the Decommissioning process. This probably would have
been the best time to change paths to another cleanup mechanism. This email chain in November
resulted us in writing the partial site release request in the attached letter.
 
 

From: Malkin, Elon 
Sent: Monday, November 21, 2016 10:24 AM
To: Ullrich, Elizabeth <Elizabeth.Ullrich@nrc.gov>
Cc: Baker, Brian <Brian.Baker@fda.hhs.gov>
Subject: RE: RE: NRC license #20-08361-01 - Pending MARSSIM Submission for Site Excavation and
New Construction
 
Hi Betsy,
 

mailto:James.Smith@nrc.gov
mailto:Elizabeth.Ullrich@nrc.gov
mailto:Brian.Baker@fda.hhs.gov



 


U.S. Food and Drug Administration 
Winchester Engineering & Analytical Center 
109 Holton Street 
Winchester, MA 01890 
www.fda.gov 


AUGUST 13, 2018 
 


 
SUBJECT: Remediation Completion Statement 
 
 
 
Mr. James Smith 
11545 Rockville Pike 
Rockville, MD 20852 
 
Dear Mr. Smith: 
 
The U.S. Food and Drug Administration (FDA) Winchester Engineering and Analytical Center (WEAC) has completed the 
remediation activities associated with the Decommissioning Plan (DP) submitted on July 21st, 2017 pertaining to the 
decommissioning and remediation of soil areas located at 109 Holton Street, Winchester, Massachusetts.  Following 
these remedial activities and removal of all waste developed incidental to these cleanup operations, WEAC completed 
extensive site surveys following methods and guidance provided in NUREG‐1575, the Multi‐Agency Radiation Survey and 
Site Investigation Manual (MARSSIM).   Based upon the results of this survey and assessment effort, WEAC has 
significant confidence that site remedial goals have been achieved.    
 


Our radiological assessment indicates that all survey units meet the 25 mrem per year remediation criterion based on 
the Derived Concentration Guideline Values (DCGLs) defined in our DP. Additionally, our radiological assessment 
indicates that all survey units meet our “As Low As Reasonably Achievable (ALARA)” cleanup goal criterion of 10.4 mrem 
per year.  


 


These results indicate that we have achieved our cleanup goal. Therefore, we do not intend on conducting any further 
remediation. 


 
 
 
 


Sincerely, 
 
 
 
 


Brian Baker 
Center Director, WEAC 


 
  





				2018-08-13T16:15:54-0400

		Brian L. Baker -S
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REQUEST FOR RATIFICATION OF AN UNAUTHORIZED COMMITMENT 


 
 
 
TO:  Leonard Grant, Acting Director 
  Office of Acquisitions and Grants Services 
 
THROUGH Glenda Barfell, Director, ORA, Office of Managment  
 
FROM:  Elon Malkin, Radiation Safety Officer, ORS, WEAC 
 
SUBJECT: Request for Ratification of an Unauthorized Commitment for Nuclear Regulatory 


Commission Technical Fees for review of WEAC’s Decommissioning Plan 
 
 
The purpose of this memorandum is to request ratification of an unauthorized commitment.  The 
background information and supporting documentation is provided below: 
 
1. Contractor information:  
 United States Nuclear Regulatory Commission (NRC) 
 
 
2. Description of products or services provided by the contractor listed above: 


Technical Review of WEAC’s Decommissioing Plan, remediation activities, and Final Status 
Survey for release of grounds previously contaminated by the Atomic Energy Commission. 
WEAC has remediated these grounds and remediation data and confirmatory surveys must be 
preformed by a third party, federal entity prior to WEAC’s new building construction. An 
offical clearance letter must be provided by this third government party prior to issuing the 
new building contract. Hourly Rate  $263/hr. Total hours 353.50. We anticipate and additional 
200 hours. 


 
3. Tabulation of total cost of products or services:  


Total Invoiced so far: $92,970.50 
Total Future Expected Invoices: $52,600 
Total Expected for Project: $145,570.5  


 
4. Evaluation of the contractor’s price for products or services received: 


The NRC labor rates are subject to federal regulations published in 10 CFR 170.20 Average cost 
per professional staff-hour. 


 
5. Description of the bona fide FDA requirement that was met with the products and/or services 


provided: 
 


Template 



https://www.nrc.gov/reading-rm/doc-collections/cfr/part170/full-text.html
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An offical clearance letter must be provided by this third government party prior to issuing the 
new building contract to ensure the safety of FDA employees and the members of the general 
public. 


 
6. Reason normal procurement procedures were not followed: 
 


WEAC was notified via NRC through email dated 1/18/17 (attached)  that these items would 
not be subject to fee. 


 
7. Extent of competition: 


There is no other competition. Remediation data and confirmatory surveys must be reviewed 
and conducted by a federal entity 


 
8. Rationale for selection of contractor: 


WEAC reached out to NRC about findings of buried material early 2017 and has followed NRC 
instructions to compile and submit a decommissioning plan to remediate the buried material. 
NRC notified WEAC that technical fees would not apply. 


 
9. Explain whether or not the contractor has/has not begun or completed performance: 


 
Yes, the Nuclear Regulatory has begun the technical review process. According to the most 
recent email received on July 26, 2018; NRC suspects very little technical work remains. A 
conservative estmaite of 200 additional hours is included 


 
10. Any other pertinent facts or details surrounding the unauthorized procurement action that the 


Ratification Official should consider when reviewing the ratification request: 
 See Items 9 and 12 
 
11. Procurement request number to authorize this procurement: 1204747.  The funds included in 


this purchase request were available at the time the unauthorized procurement occurred.  (See 
the Budget Officer’s statement below). 


 
12. The Government is not obligated to pay for goods or services that are not obtained through 


proper channels.  This can result in contractors not being paid, which can damage their 
businesses and diminish the credibility of the Government.  Unauthorized commitments can 
lead to legal actions.  The FDA is committed to avoiding unauthorized commitments and their 
consequences. 


 
 I understand the severity of what occurred, and I will take the following steps to ensure that 


similar situations will not occur in the future. 
 
 None. There was never any commitment to pay the NRC. The employee was following Nuclear 


Regulatory Commission instructions (See Attached email). The contaminated material 
orginates from Atmoic Energy Operations Uranium processing in the 1950’s, prior to FDA 
ownership.  


 
These materials should have been removed by the Department of Energy’s (DOE)  Formerly 
Utilized Sites Remedial Action Program (FUSRAP). However, when DOE reviewed the site for  
includsion in the FUSRAP in 1985, the survyes conducted by DOE were not adequate to find 
the 900 tons of buried radioactive material. 
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None of this radioactive material was ever covered on WEAC’s Nuclear Regulatory 
Commission License. And, therefore, these invoices could be contested, since NRC hourly fees 
apply only to licensed material. 
 
Because of this Juristrictional issue between the NRC and the DOE, WEAC is choosing not 
contest the fees and will pay NRC the technical review to approve the remediation efforts 
WEAC has conducted to ultimately prevent costly delays of new laboratory construction.  
 


 
 
  
I certify that the above statements are accurate and complete to the best of my knowledge. 
 
Individual Who  
Made the 
Unauthorized  
Commitment: Elon Malkin, RSO, ORS/WEAC   _____________________________ 
  (Typed Name and Title)    (Signature and Date) 
 
Contact Information (office/component, address, e-mail, and phone number): 
 
 Elon Malkin 
 ORA/ORS/WEAC 
 109 Holton Street, Winchester, MA 01890 
 Elon.malkin@fda.hhs.gov / 781-756-9814 
  



mailto:Elon.malkin@fda.hhs.gov
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Immediate Supervisor of the Individual Who Made the Unauthorized Commitment 
 
I recommend that the following corrective action be taken, or confirm that the following corrective 
action already has taken place, to preclude the situation from recurring: 
 
 
 
Kenneth Crombie, Program Manager  _________________________________ 
(Typed Name and Title)    (Signature and Date) 
 
 
 
Budget Officer Statement 
 
Fiscal year 2018 funds are available and were available at the time the unauthorized commitment was 
made. 
 
Fiscal year ____ funds were available at the time the unauthorized commitment was made, but are no 
longer available.  Current, fiscal year _____   funds are available. 
 
 
John D. Messana, Chief, DFA/RSSB  _________________________________ 
(Typed Name and Title)    (Signature and Date) 
  
 
Center/Office Executive Officer 
 
� I concur with the facts above and concur that this unauthorized commitment should be ratified.  


Furthermore, I concur with the first-line supervisor’s corrective action plan. 
 
� I do not concur with the facts above and do not recommend that the unauthorized commitment be 


ratified. 
 
� I concur with the facts above and concur that this unauthorized commitment should be ratified.  


However, I do not concur with the first-line supervisor’s corrective action plan and instead propose 
the following: 


 
 
 
_____________________________  _________________________________ 
(Typed Name and Title)    (Signature and Date) 
 





				2018-07-31T14:35:30-0400

		John D. Messana -S





				2018-08-02T08:27:26-0400

		Elon M. Malkin -S





				2018-08-09T13:29:24-0400

		Kenneth M. Crombie -S











Brian and I are available 11AM (EST) on Tuesday 11/22/2016. Will this work for you?
 
I have attached 2 or our original licenses issued by the AEC. I am hoping there are other documents
out there (not included in the list below) that hint to the locations and depth of burial.
 
Best
 
Elon
 
 
 

From: Ullrich, Elizabeth [mailto:Elizabeth.Ullrich@nrc.gov] 
Sent: Monday, November 21, 2016 7:33 AM
To: Malkin, Elon
Cc: Baker, Brian
Subject: RE: RE: NRC license #20-08361-01 - Pending MARSSIM Submission for Site Excavation and
New Construction
 
I am available to chat Monday and Tuesday.  I have a 9-10 am meeting on Tuesday. 
Wednesday I will be leaving around noon.  I am working Friday.
 
We should be able to find old documents for you, although I may have to check to see if a
FOIA request is required or not.  Files that old are in our hard copy archives and would
have to be retrieved.  I can check the hard copy of the current license to look for old license
numbers and old information.
 
Betsy
 
From: Malkin, Elon [mailto:Elon.Malkin@fda.hhs.gov] 
Sent: Friday, November 18, 2016 11:27 AM
To: Ullrich, Elizabeth <Elizabeth.Ullrich@nrc.gov>
Cc: Baker, Brian <Brian.Baker@fda.hhs.gov>
Subject: [External_Sender] RE: NRC license #20-08361-01 - Pending MARSSIM Submission for Site
Excavation and New Construction
 
Hi Betsy,
 
As Brian mentioned, we are in the process of contracting out “the aggressive remediation
activities” to a firm that specializes in radiological decontamination and decommissioning.
The contract specifically calls for MARSSIM characterization and final status surveys with
the caveat that we will have to investigate the depth of contamination and use ground
penetrating radar to identify any buried barrels of waste.
 
Our historical site assessment included reviewing (partial list):
 

1.    FUSRAP Elimination reports (publically available)
2.    Our original Licenses from the early 1960’s issued by AEC
3.    Internal radiation safety committee minutes, surveys, etc.
4.    Hazardous Waste Remedial Action Program Report (1995) including Radiological

mailto:Elizabeth.Ullrich@nrc.gov
mailto:Elon.Malkin@fda.hhs.gov
mailto:Elizabeth.Ullrich@nrc.gov
mailto:Brian.Baker@fda.hhs.gov


Status Report, Preliminary Decommissioning Plan and Decommissioning Funding
Plan

5.    MA Department of Transportation Arial photographs from 1954 and 1969
6.    Congressional Committee Documents from 1959 referencing the site (public

document)
 
The review of these documents allowed us to decide where to look for potential
contamination and designate initial MARSSIM Classes.
 
Based on our historical site assessment, the levels of activity in the soils, and locations of
the hotspots, we suspect the sources of contamination is from a previous owner (AEC).
 
We were wondering if you could us help access any confidential AEC documents which
might specify locations of more hotspots, depth of burial, etc. Depth to bedrock in this area
ranges from zero feet to twenty feet
 
May we schedule a conference call for next week or after Thanksgiving?
 
Very Respectfully,
 
Elon
 
 
 

From: Baker, Brian 
Sent: Thursday, November 17, 2016 4:01 PM
To: Ullrich, Elizabeth
Cc: Malkin, Elon
Subject: RE: NRC license #20-08361-01 - Pending MARSSIM Submission for Site Excavation and New
Construction
 

Thanks Betsy, we’re engaging Trinitek Services, Inc [another licensee who is
authorized for more aggressive remediation activities] out of New Mexico to survey,
remediate, and file MARSSIM which we believe, will clear the way to build a
new federal lab on this federal property.
brian
 
Brian L. Baker P.E. | Director, Winchester Engineering & Analytical Center | ORA | FDA | p
781.756.9701 | c 617.957.4640
 
From: Ullrich, Elizabeth [mailto:Elizabeth.Ullrich@nrc.gov] 
Sent: Thursday, November 17, 2016 9:52 AM
To: Malkin, Elon
Cc: Baker, Brian
Subject: RE: NRC license #20-08361-01 - Pending MARSSIM Submission for Site Excavation and New
Construction
 
Elon,
 

http://www.3tks.com/capabilities.htm
mailto:Elizabeth.Ullrich@nrc.gov


I really don’t know enough about the source of the soil contamination at your facility; if it is
not from FDA activities, is it natural or is it from a previous owner?
 
Part of the 1757 and MARSSIM procedures is to do the historical site assessment and any
preliminary scoping surveys necessary to understand the scope of your potential
contamination.  In some cases, that may require outside assistance from an HP profession
or even a firm that specializes in radiological decontamination and decommissioning.
 
Please understand that, if such surveys and remediation activities are outside the scope of
your current authorized activities, you may need to either amend your license, or have the
work performed by another licensee who is authorized for more aggressive remediation
activities than is typical at an R&D facility.
 
Betsy
 
 
Betsy Ullrich, Senior Health Physicist
USNRC Region I
2100 Renaissance Boulevard, Suite 100
King of Prussia, PA 19406
610-337-5040 (office)
240-704-4575 (cell)
Elizabeth.ullrich@nrc.gov
 
 
 
From: Malkin, Elon [mailto:Elon.Malkin@fda.hhs.gov] 
Sent: Wednesday, November 16, 2016 4:29 PM
To: Ullrich, Elizabeth <Elizabeth.Ullrich@nrc.gov>
Cc: Baker, Brian <Brian.Baker@fda.hhs.gov>
Subject: [External_Sender] NRC license #20-08361-01 - Pending MARSSIM Submission for Site
Excavation and New Construction
 
Hello Betsy,
 
my name is Elon Malkin, and I am currently acting as Assistant Radiation Safety officer at WEAC.
 
As you know from Brian, we are preparing for the construction of our new building.
 
A preliminary survey of soils in the expected excavation area revealed Uranium-238 and Radium-226
(preliminary data indicates they are in equilibrium) at concentrations greater than three times the
screening values (above background) listed in NUREG 1757 Vol 2.
These “hot spots” are localized, with concentration decreasing precipitously a few feet away from
the highest point of activity.
 
Our initial plan moving forward is to contract a health physics firm to sample these hotspots at
multiple depths (1ft, 2ft, 3ft), remove contaminated soils and resample according to procedures
described in the MARSSIM and NUREG 1757 documents with the addition of sampling at multiple

mailto:Elizabeth.ullrich@nrc.gov
mailto:Elon.Malkin@fda.hhs.gov
mailto:Elizabeth.Ullrich@nrc.gov
mailto:Brian.Baker@fda.hhs.gov


depths.
The contamination that we found is not from FDA operations, and therefore we do not know the
depth of contamination (which could violate MARSSIM assumptions).
 
We would appreciate your guidance on how to dispose of these soils. We would also like to know if
our approach is acceptable.
 
Very Respectfully
 
Elon Malkin
 
 
Elon M. Malkin
Chemist, ARSO
Winchester Engineering and Analytical Center
Food And Drug Administration
109 Holton Street
Winchester, MA 01890
(781) 756-9814 (office)
(727) 687-8248 (cell)
 




