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Philips, Howard

From: Unger, Ellis
Sent: Tuesday, February 09, 2016 5:48 PM
To: Jenkins, John K
Cc: Dunn, Billy; Temple, Robert
Subject: RE: Briefing Document Issues Final.pptx
Attachments: Briefing Document Issues Final.pptx

John, 
 
I have some concerns here.  Rich has recused himself, and yet he seems to have some involvement.   
 
And I am not comfortable talking with anyone about a pending application.  Even if we were to guarantee that FDA was in 100% 
listening mode with Ms. Leffler, the optics don’t seem appropriate to me. 
 
Also, on a related subject, I continue to have concerns about a having patient voting on an AC whose owns stock in the 
company.  That person cannot be unbiased, and if anyone/the press were to find out we let him sit on the committee with full 
knowledge of his  Sarepta’s stock holdings, we could not defend that position. 
 
Ellis  
 
 

From: Moscicki, Richard  
Sent: Tuesday, February 09, 2016 4:27 PM 
To: Dunn, Billy; Unger, Ellis 
Subject: Briefing Document Issues Final.pptx 
 
Janet asked me to join her for a discussion with Mindy Leffler, DMD patient advocate.  Ms Leffler subsequently sent this slide 
deck to me with her concerns regarding the eteplirsen briefing document. I send it to you to review and consider.  Rich. 
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Introduction: eteplirsen’s impact is evident

In 2011, 12 boys aged 7-10 began a clinical trial to test eteplirsen, 
an experimental treatment for Duchenne muscular dystrophy. Four 
years later, 10 out of the 12 boys are still walking: 83%.

Still 
ambulatory

83% 

In a group of untreated boys from a natural history database who 
matched the treated boys on key measures, after four years only 
one out of 11 boys was still walking: 9%.

Still 
ambulatory

9% 
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Answer: A fundamentally flawed FDA analysis

FDA’s analysis is plagued by:

 Speculation unsubstantiated by data
 Lack of scientific rigor
 Key contradictions on crucial issues

A review of the FDA Briefing Information reveals significant 
errors in the analyses put forth.

FDACDER0006091



Problem:
Speculation 
unsubstantiated by data
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Evidence: Comparison of actual physical therapy 
received by each group

“In Italy we are quite lucky that the National Health System allows regular sessions of PT…generally varies from 
3 to 5 times /week. We also train parents to perform daily stretches and encourage swimming. This is standard 
care in all the tertiary care centers such as those involved in our natural history data collection.” -- Dr. Eugenio 
Mercuri, Professor of Pediatric Neurology, Universita Cattolica del Sacro Cuore. Areas of expertise: muscular 
dystrophy, outcome measurements and assessment tools in neuromuscular disorders. Over 130 publications on 
pediatric neurology and neuromuscular disorders. 
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Evidence: Established standards for evaluating 
established “LOA” endpoint

• The LOA data being compared in this context was 
captured in the clinic according to standardized 
study protocol under the supervision of a clinician. 

• LOA under this definition reflects irreversible 
morbidity and is not effort-dependent when 
measured by a clinician

• LOA under this definition is considered a validated 
endpoint. In fact, FDA uses LOA to reference the 
treatment effect of steroids.

FDACDER0006101
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Lack of scientific rigor

FDACDER0006102













20

Evidence: Drisapersen Briefing Information highlights 
experimental, potentially flawed nature of .3% baseline

“The dystrophin band appears to diminish in some post-treatment samples (e.g. 
subject 277). Image below was provided by the Applicant upon request for raw 
data from this study. While the applicant has not compared their dystrophin 
values to the healthy control samples on the same gel, in most cases the 
dystrophin band appears to be at or lower than the lowest dilution of healthy 
control sample tested. The applicant was asked to clarify how the dystrophin 
values compared to the healthy controls on the same gels. They stated that 
while it is not possible to accurately calculate the relative dystrophin signal due 
to a lack of linearity at the low levels of signal from the DMD samples, they 
estimate that the dystrophin expression they observed is generally around 0.3% 
or below of the highest control dilution.” FDA Drisapersen Briefing Information p 
73, FDA Drisapersen Briefing Documents
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Evidence: Patient 08 Can Still Rise from Floor

• In the correctly assigned data, Patient 08 can still rise from the floor at year 
4 despite walking 55 meters on the 6MW for the last six months.

• FDA has switched patient 08’s rise from floor data with a different eteplirsen
patient in the briefing document’s graph.

This switch obscures the fact that this patient is progressing atypically: 
FDA extrapolates the progression of the Eteplirsen patients out several 
years to conclude that they are progressing typically. The truth about 

this patient’s progression is prohibitive to that claim. If he can still get 
off the floor, he is unlikely to lose ambulation in the next 48 weeks 

despite walking a short distance.

FDACDER0006110
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Key contradictions on 
life or death issues
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Key Contradictions

Finally, of great concern, key contradictions within the FDA documents 
reflect ongoing confusion at the Division regarding such critical issues as:
• Relationship of duration of treatment to dystrophin production
• Dystrophin measurement techniques
• Criteria for Accelerated Approval
• Use of natural history studies to determine efficacy of Eteplirsen

FDACDER0006112
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Key Contradiction #2: Conflicting expectations for 
measurement methodologies

• FDA and NIH host a dystrophin workshop in March 2015 where experts 
conclude that multiple methodologies need to be employed in assessing 
dystrophin production, including both IHC and WB.

• Sarepta used a comprehensive approach to assessing dystrophin production 
including IHC and WB.

• From FDA’s Briefing Documents: “Considerable confusion can be created by 
the fact that a number of different methods have been used to quantify 
dystrophin expression, some more quantitative than others, and some 
producing higher absolute numbers than others”.

• FDA appears singularly focused on WB data, despite recognition that several 
assays are necessary and stating at the BioMarin drisapersen advisory 
committee meeting that orthogonal approaches are necessary.

Multiple methodologies are needed to assess dystrophin. 
How can FDA establish that but then highlight it as a 

vulnerability in a data package?

FDACDER0006114







But even the problems 
have a problem
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A Missed Opportunity:
eteplirsen data 
deviating from typical 
DMD milestone 
progression
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Flaws in the analysis conducted perhaps explain on the 
absence of a helpful analysis: Milestone progression deviation

Milestone progression is a well-researched, well-
documented way of determining disease progress –
including in the FDA’s own words:
• Boys with Duchenne lose function in a “stepwise fashion, with loss of ability 

to stand from the floor preceding loss of ability to walk independently, which 
itself precedes a decline in pulmonary function”

• “The loss of ambulatory ability in DMD almost always proceeds in sequence, 
with rise time steadily worsening (increasing), followed by loss of ability to 
rise from the floor but retained ability to walk, then loss of ability to walk, 
which often occurs with a sharp decline when 6MWT decreases below about 
300 m.”

Eteplirsen boys, however, are experiencing a delay 
in progressing to the next milestone

FDACDER0006121
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FDA asserts loss of ability to rise predicts loss of 
ambulation over the following 48 weeks

“Loss of ability to rise has been described as a strong predictor 
of the loss of ambulation over the following 48 weeks.”

FDACDER0006122
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Eteplirsen boys are experiencing a delayed loss 
to next milestone

• One Eteplirsen patient lost the ability to get off the floor at one year and can 
still walk three years later

• One Eteplirsen patient lost the ability to get off the floor at two years and 
can still walk two years later

• One Eteplirsen patient lost the ability to get off the floor at 2 ½ years and 
can still walk 1 ½ years later

• One Eteplirsen patient lost the ability to get off the floor at 3 ½ years and 
can still walk 6 months later

This data proves that, like many Beckers patients, even when patients lose the 
quad strength to get off the floor, they retain the ability to walk for a longer 
period than one would expect. This SUGGESTS efficacy, not disproves it.

FDACDER0006123
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From FDA’s Briefing Documents:

“The two horizontal lines in Figure 12 indicate NSAA scores of 9 and 13 that 
have been reported to be associated with being either 1 or 2 years, 
respectively, from loss of ambulation.”

FDACDER0006124
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Eteplirsen Boys are Experiencing a Delay to loss of 
Next Milestone

• 3 Eteplirsen patients fell below 9 on the NSAA are are still walking over one 
year later

• 5 Eteplirsen patients have reached 13 on the NSAA around week 175, which 
when projected out based on FDA’s reference on the previous slide, means 
that they are likely to still be walking at week 275, when the average age of 
Eteplirsen patients will be almost exactly 15 years old

• 2 Eteplirsen patients have not yet reached an NSAA score of 13, which 
means they are extremely likely to still be walking at week 275, when they 
will be 15 and 16 years old, respectively

*There is again a confusion in the NSAA chart by FDA between data from 
different patients.
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Philips, Howard

From: Unger, Ellis
Sent: Tuesday, February 09, 2016 8:30 PM
To: Jenkins, John K
Cc: Dunn, Billy; Temple, Robert
Subject: RE: Briefing Document Issues Final.pptx

Categories: Red Category

Now that I’ve looked at the 37 slides – I would give her the standard allotment of time in the OPH, like everyone else. 
 
Regarding point 3, I have to say that participation of a patient on the panel with an obvious bias – one who votes and only 
pretends to be objective – makes a travesty of the AC process. 
 
I’ll even speculate that with respect to the Drisa ACM, the presence of the patient who was consistently negative about the 
efficacy and safety of the drug may have ‘enabled’ the committee to be more critical of the data. 
 
    
 

From: Jenkins, John K  
Sent: Tuesday, February 09, 2016 6:58 PM 
To: Unger, Ellis 
Cc: Dunn, Billy; Temple, Robert 
Subject: Re: Briefing Document Issues Final.pptx 
 

Ellis 
 
I understand your concerns. When Janet mentioned the Leffler call to me the other day she said she told her this was 
her (Mindy's) view of the data and could be presented if she wanted during the OPH. I had no idea how detailed her 
analyses were. I think this is an issue we can put to JW tomorrow; i.e. what are we to do with these "data". I suspect 
she will say we should consider them since we are supposed to approach our reviews with an open mind to the 
possibility that we made a mistake or missed something. Still an odd process that has been exacerbated by the AC 
delay.  
 
On Rich, I agree this is awkward and I think we need to address this tomorrow as well.  
 
On the AC member and his   holdings, I don't know what to say other than the law does not impute parent's 
stock interests to  , though this does present an appearance of COI. If this were the major issue for this 
review life would be much better; i.e., I think there are bigger fish to fry.  
 
John  
 
Sent from my BlackBerry 10 smartphone on the Verizon Wireless 4G LTE network. 

From: Unger, Ellis 
Sent: Tuesday, February 9, 2016 5:48 PM 
To: Jenkins, John K 
Cc: Dunn, Billy; Temple, Robert 
Subject: RE: Briefing Document Issues Final.pptx 
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John, 
  
I have some concerns here.  Rich has recused himself, and yet he seems to have some involvement.   
  
And I am not comfortable talking with anyone about a pending application.  Even if we were to guarantee that FDA was in 100% 
listening mode with Ms. Leffler, the optics don’t seem appropriate to me. 
  
Also, on a related subject, I continue to have concerns about a having patient voting on an AC whose   owns stock in the 
company.  That person cannot be unbiased, and if anyone/the press were to find out we let him sit on the committee with full 
knowledge of his   Sarepta’s stock holdings, we could not defend that position. 
  
Ellis  
  
  

From: Moscicki, Richard  
Sent: Tuesday, February 09, 2016 4:27 PM 
To: Dunn, Billy; Unger, Ellis 
Subject: Briefing Document Issues Final.pptx 
  
Janet asked me to join her for a discussion with Mindy Leffler, DMD patient advocate.  Ms Leffler subsequently sent this slide 
deck to me with her concerns regarding the eteplirsen briefing document. I send it to you to review and consider.  Rich. 

FDACDER0006127
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Philips, Howard

From: Rodriguez, Jennifer
Sent: Thursday, April 06, 2017 4:43 PM
To: Moscicki, Richard
Subject: RE: Media question - Sarepta involvement 

Understood, let me connect with ethics and see what they recommend.  
 

From: Moscicki, Richard  
Sent: Thursday, April 06, 2017 4:42 PM 
To: Rodriguez, Jennifer 
Subject: RE: Media question - Sarepta involvement  
 
I am ok with it but you should understand that Ed Kaye worked for me at Genzyme and that we frequently sailed together, 
either I crewing on his boat or he on my boat outside of employment. Rich. 
 

From: Rodriguez, Jennifer  
Sent: Thursday, April 06, 2017 4:35 PM 
To: Walsh, Sandy; Moscicki, Richard 
Cc: Shreeve, Chris; Bolek, Michelle 
Subject: RE: Media question - Sarepta involvement  
 
Hi Rich, 
 
Please see edits below based on your feedback. If you are OK with this language, we will run it by ethics to ensure it is worded 
properly.  
 
Thanks! 
Jen 
 

The FDA is committed to ensuring agency employees avoid conflicts of interest.  The agency has a thorough screening 
process for conflicts of interest and employees must comply with ethics laws and regulations. It is important to note 
that current ethics laws and regulations do not prohibit engagement with individuals simply because they have 
worked together at a common employer. However, in this case Dr. Moscicki had limited engagement with the 
company and its application, and recused himself from the decision making process. 
 
 

From: Walsh, Sandy  
Sent: Thursday, April 06, 2017 4:27 PM 
To: Moscicki, Richard; Rodriguez, Jennifer 
Cc: Shreeve, Chris; Bolek, Michelle 
Subject: RE: Media question - Sarepta involvement  
 
Thanks Rich,  
 
We will get back to you with an edited draft based on your remarks.   
 

Sandy Walsh  
Press Officer  
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From: Moscicki, Richard  
Sent: Friday, April 07, 2017 12:15 PM 
To: Rodriguez, Jennifer 
Subject: RE: Media question - Sarepta/ethics on engagement 
 
yes 
 
From: Rodriguez, Jennifer  
Sent: Friday, April 07, 2017 12:14 PM 
To: Moscicki, Richard 
Cc: Walsh, Sandy; Shreeve, Chris; Bolek, Michelle 
Subject: RE: Media question - Sarepta/ethics on engagement 
 
Thanks, I can explain to you offline  .  
 
But to confirm, the following is accurate: In this case Dr. Moscicki had limited engagement with the 
company and its application, and recused himself from the decision making process. 
 
 
From: Moscicki, Richard  
Sent: Friday, April 07, 2017 12:12 PM 
To: Rodriguez, Jennifer 
Cc: Walsh, Sandy; Shreeve, Chris; Bolek, Michelle 
Subject: RE: Media question - Sarepta/ethics on engagement 
 
That’s why I initially thought it worthwhile to explain that no recusal was required but that I voluntarily 
recused myself from any decisional involvement and that I did participate in communications, review of 
data when requested, and to a lesser degree to internal discussions.  Rich. 
 
From: Rodriguez, Jennifer  
Sent: Friday, April 07, 2017 11:39 AM 
To: Moscicki, Richard 
Cc: Walsh, Sandy; Shreeve, Chris; Bolek, Michelle 
Subject: FW: Media question - Sarepta/ethics on engagement 
 
Hi Rich, 
 

 
 As Andy notes below,   

 
 

 
RESPONSE:   

 
. 

 
Best, 
Jen 
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From: Caplan, Andrew (HHS/OGC) [mailto:Andrew.Caplan@HHS.GOV]  
Sent: Friday, April 07, 2017 11:30 AM 
To: Rodriguez, Jennifer 
Cc: Akbari, Asim; Walsh, Sandy 
Subject: RE: Media question - Sarepta/ethics on engagement 

Andy  

 

                                                                                                                          NOTICE 

THIS E-MAIL MESSAGE FROM THE OFFICE OF THE GENERAL COUNSEL (OGC), ETHICS DIVISION, IS INTENDED FOR THE 
EXCLUSIVE USE OF THE RECIPIENT(S) NAMED ABOVE AND MAY CONTAIN PROTECTED, PRIVILEGED, OR CONFIDENTIAL 
INFORMATION THAT SHOULD NOT BE TRANSMITTED TO UNAUTHORIZED ADDRESSEES.  IF YOU ARE NOT THE INTENDED 
RECIPIENT, ANY DISSEMINATION, DISTRIBUTION, OR COPYING IS STRICTLY PROHIBITED.  IF YOU HAVE RECEIVED THIS E-MAIL 
IN ERROR, PLEASE NOTIFY THE SENDER IMMEDIATELY AT THE ABOVE ADDRESS.  EMPLOYEE RECIPIENTS ARE HEREBY 
NOTIFIED THAT DISCIPLINARY ACTION FOR VIOLATING FEDERAL ETHICS REGULATIONS MAY NOT BE TAKEN AGAINST ANY 
EMPLOYEE WHO HAS ENGAGED IN CONDUCT IN GOOD FAITH RELIANCE UPON THE PRIOR ADVICE OF AN AGENCY ETHICS 
OFFICIAL, PROVIDED THAT THE EMPLOYEE HAS MADE FULL DISCLOSURE OF ALL RELEVANT CIRCUMSTANCES.  IF EMPLOYEE 
CONDUCT IS SUBJECT TO CRIMINAL SANCTIONS, RELIANCE ON THE ADVICE OF AN AGENCY ETHICS OFFICIAL IS A FACTOR 
THAT MAY BE TAKEN INTO ACCOUNT BY THE DEPARTMENT OF JUSTICE.  EMPLOYEES ARE CAUTIONED THAT DISCLOSURES 
TO AN OGC ETHICS ATTORNEY ARE NOT PROTECTED BY ATTORNEY-CLIENT PRIVILEGE.  ALL EMPLOYEES, INCLUDING 
AGENCY ATTORNEYS, ARE REQUIRED TO REPORT CRIMINAL VIOLATIONS TO THE OFFICE OF THE INSPECTOR GENERAL.  
 
From: Rodriguez, Jennifer [mailto:Jennifer.Rodriguez@fda.hhs.gov]  
Sent: Friday, April 07, 2017 11:09 AM 
To: Caplan, Andrew (HHS/OGC) 
Cc: Akbari, Asim (FDA/OC); Walsh, Sandy (FDA/OC) 
Subject: RE: Media question - Sarepta/ethics on engagement 
 
Hi Andy, 

From: Caplan, Andrew (HHS/OGC) [mailto:Andrew.Caplan@HHS.GOV]  
Sent: Thursday, April 06, 2017 6:32 PM 
To: Rodriguez, Jennifer 
Cc: Akbari, Asim; Walsh, Sandy 
Subject: RE: Media question - Sarepta/ethics on engagement 
 
I should be available around 11:00. 
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Andy Caplan  
Senior Ethics Counsel  
Office of the General Counsel  
U.S. Dept. of Health & Human Services  
(202) 690-7256  

 

                                                                                                                          NOTICE 

THIS E-MAIL MESSAGE FROM THE OFFICE OF THE GENERAL COUNSEL (OGC), ETHICS DIVISION, IS INTENDED FOR THE 
EXCLUSIVE USE OF THE RECIPIENT(S) NAMED ABOVE AND MAY CONTAIN PROTECTED, PRIVILEGED, OR CONFIDENTIAL 
INFORMATION THAT SHOULD NOT BE TRANSMITTED TO UNAUTHORIZED ADDRESSEES.  IF YOU ARE NOT THE INTENDED 
RECIPIENT, ANY DISSEMINATION, DISTRIBUTION, OR COPYING IS STRICTLY PROHIBITED.  IF YOU HAVE RECEIVED THIS E-MAIL 
IN ERROR, PLEASE NOTIFY THE SENDER IMMEDIATELY AT THE ABOVE ADDRESS.  EMPLOYEE RECIPIENTS ARE HEREBY 
NOTIFIED THAT DISCIPLINARY ACTION FOR VIOLATING FEDERAL ETHICS REGULATIONS MAY NOT BE TAKEN AGAINST ANY 
EMPLOYEE WHO HAS ENGAGED IN CONDUCT IN GOOD FAITH RELIANCE UPON THE PRIOR ADVICE OF AN AGENCY ETHICS 
OFFICIAL, PROVIDED THAT THE EMPLOYEE HAS MADE FULL DISCLOSURE OF ALL RELEVANT CIRCUMSTANCES.  IF EMPLOYEE 
CONDUCT IS SUBJECT TO CRIMINAL SANCTIONS, RELIANCE ON THE ADVICE OF AN AGENCY ETHICS OFFICIAL IS A FACTOR 
THAT MAY BE TAKEN INTO ACCOUNT BY THE DEPARTMENT OF JUSTICE.  EMPLOYEES ARE CAUTIONED THAT DISCLOSURES 
TO AN OGC ETHICS ATTORNEY ARE NOT PROTECTED BY ATTORNEY-CLIENT PRIVILEGE.  ALL EMPLOYEES, INCLUDING 
AGENCY ATTORNEYS, ARE REQUIRED TO REPORT CRIMINAL VIOLATIONS TO THE OFFICE OF THE INSPECTOR GENERAL.  
 
From: Rodriguez, Jennifer [mailto:Jennifer.Rodriguez@fda.hhs.gov]  
Sent: Thursday, April 06, 2017 5:54 PM 
To: Caplan, Andrew (HHS/OGC) 
Cc: Akbari, Asim (FDA/OC); Walsh, Sandy (FDA/OC) 
Subject: RE: Media question - Sarepta/ethics on engagement 
 
Thanks, Andy. This is helpful.   

 Thanks! 
 
Jen 
 

 
 
From: Caplan, Andrew (HHS/OGC) <Andrew.Caplan@HHS.GOV> 
Date: April 6, 2017 at 5:41:16 PM EDT 
To: Rodriguez, Jennifer <Jennifer.Rodriguez@fda.hhs.gov> 
Cc: Walsh, Sandy <Sandy.Walsh@fda.hhs.gov>, Akbari, Asim <Asim.Akbari@fda.hhs.gov> 
Subject: RE: Media question ‐ Sarepta/ethics on engagement 
 
The draft statement: 
  

FDACDER0006133

(b) (5)

(b) (5)



Andy Caplan  
Senior Ethics Counsel  
Office of the General Counsel  
U.S. Dept. of Health & Human Services  
(202) 690-7256  
  
                                                                                                                          NOTICE 
THIS E-MAIL MESSAGE FROM THE OFFICE OF THE GENERAL COUNSEL (OGC), ETHICS DIVISION, IS INTENDED FOR THE 
EXCLUSIVE USE OF THE RECIPIENT(S) NAMED ABOVE AND MAY CONTAIN PROTECTED, PRIVILEGED, OR CONFIDENTIAL 
INFORMATION THAT SHOULD NOT BE TRANSMITTED TO UNAUTHORIZED ADDRESSEES.  IF YOU ARE NOT THE INTENDED 
RECIPIENT, ANY DISSEMINATION, DISTRIBUTION, OR COPYING IS STRICTLY PROHIBITED.  IF YOU HAVE RECEIVED THIS E-MAIL 
IN ERROR, PLEASE NOTIFY THE SENDER IMMEDIATELY AT THE ABOVE ADDRESS.  EMPLOYEE RECIPIENTS ARE HEREBY 
NOTIFIED THAT DISCIPLINARY ACTION FOR VIOLATING FEDERAL ETHICS REGULATIONS MAY NOT BE TAKEN AGAINST ANY 
EMPLOYEE WHO HAS ENGAGED IN CONDUCT IN GOOD FAITH RELIANCE UPON THE PRIOR ADVICE OF AN AGENCY ETHICS 
OFFICIAL, PROVIDED THAT THE EMPLOYEE HAS MADE FULL DISCLOSURE OF ALL RELEVANT CIRCUMSTANCES.  IF EMPLOYEE 
CONDUCT IS SUBJECT TO CRIMINAL SANCTIONS, RELIANCE ON THE ADVICE OF AN AGENCY ETHICS OFFICIAL IS A FACTOR 
THAT MAY BE TAKEN INTO ACCOUNT BY THE DEPARTMENT OF JUSTICE.  EMPLOYEES ARE CAUTIONED THAT DISCLOSURES 
TO AN OGC ETHICS ATTORNEY ARE NOT PROTECTED BY ATTORNEY-CLIENT PRIVILEGE.  ALL EMPLOYEES, INCLUDING 
AGENCY ATTORNEYS, ARE REQUIRED TO REPORT CRIMINAL VIOLATIONS TO THE OFFICE OF THE INSPECTOR GENERAL.  
  
From: Rodriguez, Jennifer [mailto:Jennifer.Rodriguez@fda.hhs.gov]  
Sent: Thursday, April 06, 2017 5:04 PM 
To: Caplan, Andrew (HHS/OGC) 
Cc: Akbari, Asim (FDA/OC); Walsh, Sandy (FDA/OC) 
Subject: Media question - Sarepta/ethics on engagement 
  
Hi Andy, 

Thanks, 
Jen 
  

 
 
From: Rodriguez, Jennifer <Jennifer.Rodriguez@fda.hhs.gov> 
Date: April 6, 2017 at 4:44:22 PM EDT 
To: Akbari, Asim <Asim.Akbari@fda.hhs.gov> 
Cc: Walsh, Sandy <Sandy.Walsh@fda.hhs.gov> 
Subject: ASIM PLEASE SEE: Media question ‐ Sarepta involvement  
Importance: High 
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Thanks Rich,  
  
We will get back to you with an edited draft based on your remarks.   
  
Sandy Walsh 
Press Officer  
Office of Media Affairs 
Office of External Affairs 
U.S. Food and Drug Administration 
Tel: 301-796-4669 
Sandy.Walsh@fda.hhs.gov 

 
 

         
  

  
From: Moscicki, Richard 
Sent: Thursday, April 06, 2017 4:22 PM 
To: Walsh, Sandy 
Subject: RE: Media question - Sarepta involvement  
  
I was not required to be recused as the ethics laws do not require so for reasons of personal 
friendship but I did recuse myself as to any decisional role, rather my role was limited to 
communication and review of information when asked by the agency.  That is the true case, not 
sure if that’s what you wish to communicate.  
  
From: Walsh, Sandy 
Sent: Thursday, April 06, 2017 2:38 PM 
To: Moscicki, Richard 
Cc: Rodriguez, Jennifer; Bolek, Michelle; Shreeve, Chris 
Subject: Media question - Sarepta involvement  
  
Hi Rich,  
  
A WSJ reporter, Susan Pulliam, has been working on a lengthy piece on Sarepta and eteplirsen. 
Her piece is focusing on what she says is how the company worked with the 12 patients and their 
families, using them as delegates to help get eteplirsen approved.  She has talked to a number of 
people, including parents and advisory committee members and will note that interactions 
between the company and the families was ongoing and extensive and she is questioning why the 
FDA did not transparently disclose these interactions.   
  
We have continued to refer her to the posted drug review documents that provide details on the 
decision and have decline her interview requests.  We are providing a brief response from the 
FDA that notes the important role that patient insight provides and that our decisions are based 
on science.  
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Page 2 – Moscicki, Richard 
 

 
In making future investments, it is imperative that you consult the 
Listing of U.S. Industries, a copy of which is available on the Intranet at  
 
http://inside.fda.gov:9003/EmployeeResources/Ethics/FDAEthicsProg
ram/ucm021366.htm or on the Internet at 
http://www.fda.gov/AboutFDA/WorkingatFDA/Ethics/ucm079482.ht
m  (NOTE: This listing does not contain mutual funds.) 
 
For more information about investing in mutual funds, please see the 
information available on our web page at the address below: 
 
http://inside.fda.gov:9003/EmployeeResources/Ethics/FDAEthicsProg
ram/ucm008088.htm. 
     

 
OPTIONS  1. If you feel our information is not current due to mergers, acquisitions, 

divestitures, or changes in a product’s percent contribution to gross 
annual sales, we will evaluate any supporting documentation to confirm 
that the company cited is no longer significantly regulated.  The Ethics 
and Integrity Staff must receive the documentation as soon as 
possible, preferably within 30 days, from the date of this 
memorandum.  If you are unable to provide this information, please 
refer to Option 2, 3 or 4. 

 
2. Provide written notification that you have divested of the prohibited 

interest (this could include transferring the prohibited holding to 
someone other than your spouse or minor child).  Divestiture must take 
place within 90 days from the time the financial disclosure report or 
report of a prohibited interest is due (see DEADLINES for further 
explanation.) If that date has already passed, then divestiture must take 
place as soon as possible and no more than 30 days from the date you 
receive this memorandum.  If you choose to apply for a CD Certificate of 
Divestiture see Option 3, or to apply for an Exception, see Option 4. 

  
3.   You may complete and submit a written request for a Certificate of 

Divestiture through the Ethics and Integrity Staff (Attachment 5).  
IMPORTANT: Also see Attachment 3 for additional information, 
procedures, and timeframes. 

  
A. You are permitted to apply for a Certificate of Divestiture pursuant 

to Section 1043 of the Internal Revenue Code (Title 26 U.S.C.) 
implemented at 5 CFR 2634.1001.  (See Attachment 4)  A 
Certificate of Divestiture would permit the deferral of capital gain 
for income tax purposes upon the disposition of property. 

 
B. NOTE: The issuance of a Certificate of Divestiture is governed by 

regulations administered by the IRS.  The FDA is unable to amend 
the procedures or deadlines in any way.   
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Page 3 – Moscicki, Richard 
 

C. You are not eligible to request a Certificate of Divestiture if your 
holding is within an IRA, 401(k), or your interest was purchased 
during FDA employment while you were designated as a 
confidential filer and its purchase was prohibited at the time of 
purchase.   

 
D. You must commit to divest within 90 days from the date that the 

financial disclosure report or report of a prohibited interest was due 
(see DEADLINES for further explanation), unless an extension is 
granted on the basis of unusual hardship as determined by the 
Office of Government Ethics.  Generally, FDA will not be able to 
secure an extension for you (see DEADLINES for further 
explanation of requirement.) 

 
E. You must commit to divest within three months and 10 days after        

the interest first became prohibited, unless an extension is granted 
on the basis of undue hardship by the official designated by the 
Office of Government Ethics (OGE). 

 
 F.   If you intend to request a Certificate of Divestiture, DO NOT sell   

your stock until you are notified whether your request has been 
approved or denied.  Also, please submit your request as soon as 
possible in order to meet established timeframes. 

 
4.  You may submit a written application to the Ethics and Integrity Staff 

for an exception to hold the prohibited interest if you believe that you 
acquired this prohibited interest under exceptional circumstances.  The 
format for requesting an exception is provided in Attachment 6. Please 
make note of the timeframes and deadlines as discussed below. You 
must also complete and submit the disqualification statement in 
Attachment 7.  Please be aware that an exceptional circumstance does 
not include any of the following situations: purchasing a prohibited 
interest either personally or through the efforts of another person such 
as an investment broker, before or during FDA employment; receiving a 
prohibited interest as a gift, inheriting a prohibited interest, or 
obtaining a prohibited interest through marriage. 

 
 
DEADLINES You must pay careful attention to all applicable deadlines.  All 

divestiture actions must be completed within 90 days from the date 
that the financial disclosure report or report of a prohibited interest was 
due.   

 
                         NOTE:  For new FDA public and confidential filers, the “date the 

financial disclosure report or report of a prohibited interest was due” is 
the date on which the new entrant public or confidential financial 
disclosure report (0GE 450/OGE 278) is due, i.e., 30 days after joining 
the agency in a filing position or assuming the filing position.  For 
incumbent employees, the ”date the financial disclosure report or report 
of a prohibited interest was due” is the date the report of a prohibited 
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interest (HHS-717-2) is due, i.e., 30 days after acquiring the prohibited 
financial interest.  Acquiring the prohibited financial interest includes, 
but is not limited to, an employee’s purchase of a prohibited financial 
interest, an employee’s inheritance of a prohibited financial interest, 
and an employee’s marriage to a spouse who holds a prohibited 
financial interest.  It also includes the first day that a previously 
permissible holding was reclassified as being prohibited, or it could be 
the first date that an employee in a non-confidential filing position is 
reassigned to a filing position, or otherwise becomes a filer, for which 
the holding of the interest in a significantly regulated organization is 
prohibited. 

 
                        Employees should check the “Listing of U.S. Industries” often for 

changes in an investments classification of “acceptable” or significantly 
regulated.”  The Listing of U.S. Industries is available on the ethics 
webpage. 

 
 

All information should be sent to: 
   
Division of Ethics and Integrity 
8455 Colesville Road, (COLE – 8121) 
Silver Spring, MD 20993-0002 

 
CLOSING If you have questions on this matter, please contact Chris Henderson at 

240 402 8186 
 

       
 

ATTACHMENTS  1. Prohibited Interest Fact Sheet 
2. Supplemental Standards of Ethical Conduct for Employees of 

DHHS 
3. Certificate of Divestiture Fact Sheet 
4. 5 CFR Part 2634  
5. Sample “Request for Certificate of Divestiture” 
6. Instructions for Employee Request for an Exception 
7. Instructions for Notice of Disqualification 
 

                 
*** The Agency has provided you with access to the internet where you may view  
and/or print the complete Text of 5 CFR 2634 and 2635 which may be found at 
www.usoge.gov.  If you are experiencing difficulty accessing this resource, please 
contact the Ethics and Integrity Staff. Contact information may be found at 
http://inside.fda.gov:9003/EmployeeResources/Ethics/FDAEthicsProgram/ucm02
0186.htm.    
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1 When the Certificate of Divestiture rule was first 
published in April 1990, the definition of 
‘‘diversified investment fund’’ included common 
trust funds maintained by banks. At that time, 
common trust funds were required to be diversified 
under rules published by the Comptroller of the 
Currency. However, in December 1996, the Office 

of the Comptroller of the Currency eliminated the 
diversification requirement. See 61 FR 68543, 
68551. Therefore, common trust funds are not a 
suitable alternative for permitted property and have 
been deleted from the definition of diversified 
investment fund. Eligible persons who invested in 
common trust funds as permitted property prior to 
the effective date of this final rule may continue to 
hold those funds.

OFFICE OF GOVERNMENT ETHICS 

5 CFR Part 2634 

RIN 3209–AA00 

Revisions to the Certificates of 
Divestiture Regulation

AGENCY: Office of Government Ethics 
(OGE).
ACTION: Final rule amendments.

SUMMARY: In this final rule, the Office of 
Government Ethics has rewritten its 
regulation concerning Certificates of 
Divestiture in plain language. This rule 
also revises certain procedures for 
issuing Certificates of Divestiture and 
the definition of permitted property into 
which proceeds of the sale of property 
are reinvested.
DATES: Effective Date: August 27, 2004.
FOR FURTHER INFORMATION CONTACT: 
Deborah J. Bortot, Office of Government 
Ethics; Telephone: 202–482–9300; TDD: 
202–482–9293; FAX: 202–482–9237.
SUPPLEMENTARY INFORMATION: 

I. Background 

Section 1043 of the Internal Revenue 
Code of 1986, 26 U.S.C. 1043, was 
enacted as part of the Ethics Reform Act 
of 1989 (Pub. L. 101–194). Section 1043 
authorizes the Director of OGE to issue 
a Certificate of Divestiture to an eligible 
person who is divesting property in 
order to comply with a Federal conflict 
of interest law, regulation, rule, or 
Executive order, or if requested by a 
congressional committee as a condition 
of confirmation. A person who receives 
a Certificate of Divestiture may defer 
payment of capital gains tax as long as 
he or she timely purchases certain 
permitted property with the proceeds of 
the sale. OGE published an interim rule 
on April 18, 1990 (at 55 FR 14407–
14409) implementing section 1043. On 
June 25, 1996, the Office of Government 
Ethics published a final rule at 61 FR 

32633–32636. The final rule was based 
on comments to the interim rule and on 
OGE’s experience under the interim rule 
and the May 1990 Technical Corrections 
to the Ethics Reform Act of 1989 (Pub. 
L. 101–280), which amended section 
1043 of the Internal Revenue Code of 
1986. The OGE Certificates of 
Divestiture executive branchwide 
regulation is now codified at subpart J 
of 5 CFR part 2634. 

On January 13, 2004, OGE published 
a set of proposed amendments to the 
regulation, proposing to make certain 
improvements. See 69 FR 1954–1957. 
The proposed rule provided a 60-day 
comment period. The Office of 
Government Ethics received one 
comment letter from an organization. 
After a careful review of the comment 
letter and making some additional plain 
language modifications, OGE is 
publishing this final rule. 

II. Summary of Comments and 
Revisions 

We have attempted to improve the 
current Certificates of Divestiture 
regulation by: Organizing the material 
more logically; using shorter sentences; 
eliminating unnecessary technical 
language; and stating the rule’s 
requirements more clearly. The one 
comment letter suggested many changes 
to make the regulation even simpler. 
After careful review, OGE has adopted 
some of the suggestions. In particular, 
we have redrafted §§ 2634.1001 and 
2634.1003 of the proposed rule to make 
them easier to understand. 
Consequently, § 2634.1001 of the 
proposed rule is now divided into 
§§ 2634.1001 and 2634.1002, and 
proposed sections 2634.1002–2634.1007 
have been renumbered in this final rule 
accordingly.

The final rule retains the same 
revisions as set forth in the proposed 
rule. First, we changed the meaning of 
a ‘‘diversified investment fund,’’ in 
paragraph (2) of the definition of 
permitted property in new (renumbered) 
§ 2634.1003, to track the definition of 
diversified mutual fund and diversified 
unit investment trust as those terms are 
used in 5 CFR 2640.102.1 Second, 

several changes will streamline and 
simplify the procedure OGE uses to 
issue a Certificate of Divestiture. The 
final rule clarifies the information 
related to financial disclosure that needs 
to be submitted as part of the Certificate 
of Divestiture request and simplifies the 
procedure related to the timing of a 
submission of a request to OGE.

III. Matters of Regulatory Procedure 

Executive Order 12866 
In promulgating this final regulation, 

the Office of Government Ethics has 
adhered to the regulatory philosophy 
and the applicable principles of 
regulation set forth in section 1 of 
Executive Order 12866, Regulatory 
Planning and Review. This regulation 
has also been reviewed by the Office of 
Management and Budget under that 
Executive order. Moreover, in 
accordance with section 6(a)(3)(B) of 
E.O. 12866, the preambles to the 
proposed and final revisions, to be 
codified in a revised subpart J of 5 CFR 
part 2634, note the legal basis and 
benefits of as well as the need for the 
regulatory action. There should be no 
appreciable increase in costs to OGE or 
the executive branch of the Federal 
Government in administering this 
regulation, once it becomes effective, 
since the provisions only clarify and 
improve the Certificates of Divestiture 
regulatory procedures. Finally, this 
rulemaking is not economically 
significant under the Executive order 
and will not interfere with State, local 
or tribal governments. 

Executive Order 12988 
As Acting Director of the Office of 

Government Ethics, I have reviewed this 
final amendatory regulation in light of 
section 3 of Executive Order 12988, 
Civil Justice Reform, and certify that it 
meets the applicable standards provided 
therein. 

Regulatory Flexibility Act 
As Acting Director of the Office of 

Government Ethics, I certify under the 
Regulatory Flexibility Act (5 U.S.C.
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chapter 6) that this amendatory rule will 
not have a significant economic impact 
on a substantial number of small entities 
because it primarily affects Federal 
executive branch employees and 
members of their immediate families. 

Paperwork Reduction Act 
The Paperwork Reduction Act (44 

U.S.C. chapter 35) does not apply to this 
final amended regulation because it 
does not contain any information 
collection requirements that require the 
approval of the Office of Management 
and Budget. 

Unfunded Mandates Reform Act 
For purposes of the Unfunded 

Mandates Reform Act of 1995 (2 U.S.C. 
chapter 25, subchapter II), this final rule 
will not significantly or uniquely affect 
small governments and will not result in 
increased expenditures by State, local, 
and tribal governments, in the aggregate, 
or by the private sector, of $100 million 
or more (as adjusted for inflation) in any 
one year. 

Congressional Review Act
The Office of Government Ethics has 

determined that this rulemaking 
involves a nonmajor rule under the 
Congressional Review Act (5 U.S.C. 
chapter 8) and will submit a report 
thereon to the U.S. Senate, House of 
Representatives and General Accounting 
Office in accordance with that law at the 
same time this rulemaking document is 
sent to the Office of the Federal Register 
for publication in the Federal Register.

List of Subjects in 5 CFR Part 2634 
Certificates of divestiture, Conflict of 

interests, Financial disclosure, 
Government employees, Penalties, 
Privacy, Reporting and recordkeeping 
requirements, Trusts and trustees.

Approved: July 21, 2004. 
Marilyn L. Glynn, 
Acting Director, Office of Government Ethics.

■ Accordingly, for the reasons set forth 
in the preamble, the Office of 
Government Ethics is amending 5 CFR 
part 2634 as follows:

PART 2634—EXECUTIVE BRANCH 
FINANCIAL DISCLOSURE, QUALIFIED 
TRUSTS, AND CERTIFICATES OF 
DIVESTITURE

■ 1. The authority citation for part 2634 
continues to read as follows:

Authority: 5 U.S.C. App. (Ethics in 
Government Act of 1978); 26 U.S.C. 1043; 
Pub. L. 101–410, 104 Stat. 890, 28 U.S.C. 
2461 note (Federal Civil Penalties Inflation 
Adjustment Act of 1990), as amended by Sec. 
31001, Pub. L. 104–134, 110 Stat. 1321 (Debt 
Collection Improvement Act of 1996); E.O. 

12674, 54 FR 15159, 3 CFR, 1989 Comp., p. 
215, as modified by E.O. 12731, 55 FR 42547, 
3 CFR, 1990 Comp., p. 306.

■ 2. Subpart J of part 2634 is revised to 
read as follows:

Subpart J—Certificates of Divestiture

Sec. 
2634.1001 Overview. 
2634.1002 Role of the Internal Revenue 

Service. 
2634.1003 Definitions. 
2634.1004 General rule. 
2634.1005 How to obtain a Certificate of 

Divestiture. 
2634.1006 Rollover into permitted property. 
2634.1007 Cases in which Certificates of 

Divestiture will not be issued. 
2634.1008 Public access to a Certificate of 

Divestiture.

Subpart J—Certificates of Divestiture

§ 2634.1001 Overview. 

(a) Scope. 26 U.S.C. 1043 and the 
rules of this subpart allow an eligible 
person to defer paying capital gains tax 
on property sold to comply with conflict 
of interest requirements. To defer the 
gains, an eligible person must obtain a 
Certificate of Divestiture from the 
Director of the Office of Government 
Ethics before selling the property. This 
subpart describes the circumstances 
when an eligible person may obtain a 
Certificate of Divestiture and establishes 
the procedure that the Office of 
Government Ethics uses to issue 
Certificates of Divestiture. 

(b) Purpose. The purpose of section 
1043 and this subpart is to minimize the 
burden that would result from paying 
capital gains tax on the sale of assets to 
comply with conflict of interest 
requirements. Minimizing this burden 
aids in attracting and retaining highly 
qualified personnel in the executive 
branch and ensures the confidence of 
the public in the integrity of 
Government officials and decision-
making processes.

§ 2634.1002 Role of the Internal Revenue 
Service. 

The Internal Revenue Service (IRS) 
has jurisdiction over the tax aspects of 
a divestiture made pursuant to a 
Certificate of Divestiture. Eligible 
persons seeking to defer capital gains:

(a) Must follow IRS requirements for 
reporting dispositions of property and 
electing under section 1043 not to 
recognize capital gains; and 

(b) Should consult a personal tax 
advisor or the IRS for guidance on these 
matters.

§ 2634.1003 Definitions. 

For purposes of this subpart: 
Eligible person means: 

(1) Any officer or employee of the 
executive branch of the Federal 
Government, except a person who is a 
special Government employee as 
defined in 18 U.S.C. 202; 

(2) The spouse or any minor or 
dependent child of the individual 
referred to in paragraph (1) of this 
definition; and 

(3) Any trustee holding property in a 
trust in which an individual referred to 
in paragraph (1) or (2) of this definition 
has a beneficial interest in principal or 
income. 

Permitted property means: 
(1) An obligation of the United States; 

or 
(2) A diversified investment fund. A 

diversified investment fund is a 
diversified mutual fund or diversified 
unit investment trust, as defined in 5 
CFR 2640.102(a), (k) and (u); 

(3) Provided, however, a permitted 
property cannot be any holding 
prohibited by statute, regulation, rule, or 
Executive order. As a result, 
requirements applicable to specific 
agencies and positions may limit an 
eligible person’s choices of permitted 
property. An employee seeking a 
Certificate of Divestiture should consult 
the appropriate designated agency 
ethics official to determine whether a 
statute, regulation, rule, or Executive 
order may limit choices of permitted 
property.

§ 2634.1004 General rule. 
(a) The Director of the Office of 

Government Ethics may issue a 
Certificate of Divestiture for specific 
property in accordance with the 
procedures of § 2634.1005 of this 
subpart if: 

(1) The Director determines that 
divestiture of the property by an eligible 
person is reasonably necessary to 
comply with 18 U.S.C. 208, or any other 
Federal conflict of interest statute, 
regulation, rule, or Executive order; or 

(2) A congressional committee 
requires divestiture as a condition of 
confirmation. 

(b) The Director of the Office of 
Government Ethics cannot issue a 
Certificate of Divestiture for property 
that already has been sold.

Example 1 to § 2634.1004: An employee is 
directed to divest shares of stock, a limited 
partnership interest, and foreign currencies. 
If the sale of these assets will result in capital 
gains under the Internal Revenue Code, the 
employee may request and receive a 
Certificate of Divestiture.

Example 2 to § 2634.1004: An employee of 
the Department of Commerce is directed to 
divest his shares of XYZ stock acquired 
through the exercise of options held in an 
employee benefit plan. His gain from the sale 
of the stock will be treated as ordinary
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income. Because only capital gains realized 
under Federal tax law are eligible for deferral 
under section 1043, a Certificate of 
Divestiture cannot be issued for the sale of 
the XYZ stock.

Example 3 to § 2634.1004: During her 
Senate confirmation hearing, a nominee to a 
Department of Defense (DOD) position is 
directed to divest stock in a DOD contractor 
as a condition of her confirmation. Eager to 
comply with the order to divest, the nominee 
sells her stock immediately after the hearing 
and prior to being confirmed by the Senate. 
Once she is a DOD employee, she requests a 
Certificate of Divestiture for the stock. 
Because the Office of Government Ethics 
cannot issue a Certificate of Divestiture for 
property that has already been divested, the 
employee’s request for a Certificate of 
Divestiture will be denied.

Example 4 to § 2634.1004: After receiving 
a Certificate of Divestiture, the spouse of a 
Food and Drug Administration employee 
sold stock in a regulated company. Between 
the time of the request for the Certificate of 
Divestiture and the sale of the stock, the 
stock price dropped and the spouse sold the 
stock at a loss. Because the sale of the stock 
did not result in capital gains, the spouse has 
no need for the Certificate of Divestiture and 
cannot submit it to the Internal Revenue 
Service for deferral of gains. No further 
action need be taken by the employee or the 
employee’s spouse in connection with the 
Certificate of Divestiture.

§ 2634.1005 How to obtain a Certificate of 
Divestiture. 

(a) Employee’s request to the 
designated agency ethics official. An 
employee seeking a Certificate of 
Divestiture must submit a written 
request to the designated agency ethics 
official at his or her agency. The request 
must contain:

(1) A full and specific description of 
the property that will be divested. For 
example, if the property is corporate 
stock, the request must include the 
number of shares for which the eligible 
person seeks a Certificate of Divestiture; 

(2) A brief description of how the 
eligible person acquired the property; 

(3) A statement that the eligible 
person holding the property has agreed 
to divest the property; and 

(4)(i) The date that the requirement to 
divest first applied; or 

(ii) The date the employee first agreed 
that the eligible person would divest the 
property in order to comply with 
conflict of interest requirements. 

(b) Designated agency ethics official’s 
submission to the Office of Government 
Ethics. The designated agency ethics 
official must forward to the Director of 
the Office of Government Ethics the 
employee’s written request described in 
paragraph (a) of this section. In 
addition, the designated agency ethics 
official must submit: 

(1) A copy of the employee’s latest 
financial disclosure report. If the 

employee is not required to file a 
financial disclosure report, the 
designated agency ethics official must 
obtain from the employee, and submit to 
the Office of Government Ethics, a 
listing of the employee’s interests that 
would be required to be disclosed on a 
confidential financial disclosure report 
excluding gifts and travel 
reimbursements. For purposes of this 
listing, the reporting period is the 
preceding twelve months from the date 
the requirement to divest first applied or 
the date the employee first agreed that 
the eligible person would divest the 
property; 

(2) An opinion that describes why 
divestiture of the property is reasonably 
necessary to comply with 18 U.S.C. 208, 
or any other Federal conflict of interest 
statute, regulation, rule, or Executive 
order; and 

(3) A brief description of the 
employee’s position or a citation to a 
statute that sets forth the duties of the 
position. 

(c) Divestitures required by a 
congressional committee. In the case of 
a divestiture required by a congressional 
committee as a condition of 
confirmation, the designated agency 
ethics official must submit appropriate 
evidence that the committee requires 
the divestiture. A transcript of 
congressional testimony or a written 
statement from the designated agency 
ethics official concerning the 
committee’s custom regarding 
divestiture are examples of evidence of 
the committee’s requirements. 

(d) Divestitures for property held in a 
trust. In the case of divestiture of 
property held in a trust, the employee 
must submit a copy of the trust 
instrument, as well as a list of the trust’s 
current holdings, unless the holdings 
are listed on the employee’s most recent 
financial disclosure report. In certain 
cases involving divestiture of property 
held in a trust, the Director may not 
issue a Certificate of Divestiture unless 
the parties take actions which, in the 
opinion of the Director, are appropriate 
to exclude, to the extent practicable, 
parties other than eligible persons from 
benefitting from the deferral of capital 
gains. Such actions may include, as 
permitted by applicable State law, 
division of the trust into separate 
portfolios, special distributions, 
dissolution of the trust, or anything else 
deemed feasible by the Director, in his 
or her sole discretion.

Example 1 to paragraph (d): An employee 
has a 90% beneficial interest in an 
irrevocable trust created by his grandfather. 
His four adult children have the remaining 
10% beneficial interest in the trust. A 
number of the assets held in the trust must 

be sold to comply with conflicts of interest 
requirements. Due to State law, no action can 
be taken to separate the trust assets. Because 
the adult children have a small interest in the 
trust and the assets cannot be separated, the 
Director may consider issuing a Certificate of 
Divestiture to the trustee for the sale of all 
of the conflicting assets.

(e) Time requirements. A request for 
a Certificate of Divestiture does not 
extend the time in which an employee 
otherwise must divest property required 
to be divested pursuant to an ethics 
agreement, or prohibited by statute, 
regulation, rule, or Executive order. 
Therefore, an employee must submit his 
or her request for a Certificate of 
Divestiture as soon as possible once the 
requirement to divest becomes 
applicable. The Office of Government 
Ethics will consider requests submitted 
beyond the applicable time period for 
divestiture. If the designated agency 
ethics official submits a request to the 
Office of Government Ethics beyond the 
applicable time period for divestiture, 
he must explain the reason for the 
delay. (See 5 CFR 2634.802 and 
2635.403 for rules relating to the time 
requirements for divestiture.) 

(f) Response by the Office of 
Government Ethics. After reviewing the 
materials submitted by the employee 
and the designated agency ethics 
official, and making a determination 
that all requirements have been met, the 
Director will issue a Certificate of 
Divestiture. The certificate will be sent 
to the designated agency ethics official 
who will then forward it to the 
employee.

§ 2634.1006 Rollover into permitted 
property. 

(a) Reinvestment of proceeds. In order 
to qualify for deferral of capital gains, an 
eligible person must reinvest the 
proceeds from the sale of the property 
divested pursuant to a Certificate of 
Divestiture into permitted property 
during the 60-day period beginning on 
the date of the sale. The proceeds may 
be reinvested into one or more types of 
permitted property.

Example 1 to paragraph (a): A recently 
hired employee of the Department of 
Transportation receives a Certificate of 
Divestiture for the sale of a large block of 
stock in an airline. He may split the proceeds 
of the sale and reinvest them in an S&P Index 
Fund, a diversified Growth Stock Fund, and 
U.S. Treasury bonds.

Example 2 to paragraph (a): The Secretary 
of Treasury sells certain stock after receiving 
a Certificate of Divestiture and is considering 
reinvesting the proceeds from the sale into 
U.S. Treasury securities. However, because 
the Secretary of the Treasury is prohibited by 
31 U.S.C. 329 from being involved in buying 
obligations of the United States Government, 
the Secretary cannot reinvest the proceeds in
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such securities. However, she may invest the 
proceeds in a diversified mutual fund. See 
the definition of permitted property at 
§ 2634.1003.

(b) Internal Revenue Service reporting 
requirements. An eligible person who 
elects to defer the recognition of capital 
gains from the sale of property pursuant 
to a Certificate of Divestiture must 
follow Internal Revenue Service rules 
for reporting the sale of the property and 
the reinvestment transaction.

§ 2634.1007 Cases in which Certificates of 
Divestiture will not be issued. 

The Director of the Office of 
Government Ethics, in his or her sole 
discretion, may deny a request for a 
Certificate of Divestiture in cases where 
an unfair or unintended benefit would 
result. Examples of such cases include: 

(a) Employee benefit plans. The 
Director will not issue a Certificate of 
Divestiture if the property is held in a 
pension, profit-sharing, stock bonus, or 
other employee benefit plan and can 
otherwise be rolled over into an eligible 
tax-deferred retirement plan within the 
60-day reinvestment period. 

(b) Complete divestiture. The Director 
will not issue a Certificate of Divestiture 
unless the employee agrees to divest all 
of the property that presents a conflict 
of interest, as well as other similar or 
related property that presents a conflict 
of interest under a Federal conflict of 
interest statute, regulation, rule, or 
Executive order. However, any property 
that qualifies for a regulatory exemption 
at 5 CFR part 2640 need not be divested 
for a Certificate of Divestiture to be 
issued.

Example 1 to paragraph (b): A Department 
of Agriculture employee owns shares of stock 
in Better Workspace, Inc. valued at $25,000. 
As part of his official duties, the employee 
is assigned to evaluate bids for a contract to 
renovate office space at his agency. The 
Department’s designated agency ethics 
official discovers that Better Workspace is 
one of the companies that has submitted a 
bid and directs the employee to sell his stock 
in the company. Because Better Workspace is 
a publicly traded security, the employee 
could retain up to $15,000 of the stock under 
the regulatory exemption for interests in 
securities at 5 CFR 2640.202(a). He would be 
able to request a Certificate of Divestiture for 
the $10,000 of Better Workspace stock that is 
not covered by the exemption. Alternatively, 
he could request a Certificate of Divestiture 
for the entire $25,000 worth of stock. If he 
chooses to sell his stock down to an amount 
permitted under the regulatory exemption, 
the Office of Government Ethics will not 
issue additional Certificates of Divestiture if 
the value of the stock goes above $15,000 
again.

(c) Property acquired under improper 
circumstances. The Director will not 
issue a Certificate of Divestiture: 

(1) If the eligible person acquired the 
property at a time when its acquisition 
was prohibited by statute, regulation, 
rule, or Executive order; or 

(2) If circumstances would otherwise 
create the appearance of a conflict with 
the conscientious performance of 
Government responsibilities.

§ 2634.1008 Public access to a Certificate 
of Divestiture. 

A Certificate of Divestiture issued 
pursuant to the provisions of this 
subpart is available to the public in 
accordance with the rules of § 2634.603 
of this part.

[FR Doc. 04–17200 Filed 7–27–04; 8:45 am] 
BILLING CODE 6345–02–P

DEPARTMENT OF AGRICULTURE

Rural Utilities Service 

7 CFR Part 1739 

RIN 0572–AB94 

Broadband Grant Program

AGENCY: Rural Utilities Service, USDA.
ACTION: Final rule.

SUMMARY: The Rural Utilities Service 
(RUS) is publishing regulations to 
administer the Community Connect 
Grant Program for the provision of 
broadband transmission service in rural 
America. This final rule is intended to 
establish eligibility and application 
requirements, the review and approval 
process, and grant administration 
procedures for the Community Connect 
Grant Program.
EFFECTIVE DATE: July 28, 2004.
FOR FURTHER INFORMATION CONTACT: 
Roberta D. Purcell, Assistant 
Administrator, Telecommunications 
Program, Rural Utilities Service, STOP 
1590, 1400 Independence Avenue SW., 
Washington, DC 20250–1590, 
Telephone (202) 720–9554, Facsimile 
(202) 720–0810. Email address: 
Bobbie.Purcell@usda.gov.

SUPPLEMENTARY INFORMATION: 

Executive Order 12866 

This final rule has been determined to 
be not significant for purposes of 
Executive Order 12866, and therefore 
has not been reviewed by the Office of 
Management and Budget (OMB). 

Catalog of Federal Domestic Assistance 

The Catalog of Federal Domestic 
Assistance (CFDA) Program number 
assigned to the Community Connect 
Grant Program is 10.863. The Catalog is 
available on a subscription basis from 

the Superintendent of Documents, the 
Unites States Government Printing 
Office, Washington, DC 20402–9325, 
telephone number (202) 512–1800. 

Executive Order 12372 
This program is not subject to the 

requirements of Executive Order 12372, 
‘‘Intergovernmental Review of Federal 
Programs,’’ as implemented under 
USDA’s regulations at 7 CFR part 3015. 

Executive Order 12988 
This final rule has been reviewed 

under Executive Order 12988, Civil 
Justice Reform. RUS has determined 
that this final rule meets the applicable 
standards provided in section 3 of the 
Executive Order. In addition, all state 
and local laws and regulations that are 
in conflict with this rule will be 
preempted, no retroactive effect will be 
given to this rule, and, in accordance 
with Section 212(e) of the Department of 
Agriculture Reorganization Act of 1994 
(7 U.S.C. 6912(e)), administrative appeal 
procedures, if any, must be exhausted 
before an action against the Department 
or its agencies may be initiated. 

Executive Order 13132, Federalism 
The policies contained in this final 

rule do not have any substantial direct 
effect on states, on the relationship 
between the national government and 
the states, or on the distribution of 
power and responsibilities among the 
various levels of government. Nor does 
this final rule impose substantial direct 
compliance costs on state and local 
governments. Therefore, consultation 
with states is not required. 

Regulatory Flexibility Certification 
Pursuant to 5 U.S.C. 553(a)(2), this 

final rule related to grants is exempt 
from the rulemaking requirements of the 
Administrative Procedure Act (5 U.S.C. 
551 et seq.), including the requirement 
to provide prior notice and an 
opportunity for public comment. 
Because this final rule is not subject to 
a requirement to provide prior notice 
and an opportunity for public comment 
pursuant to 5 U.S.C. 553, or any other 
law, the analytical requirements of the 
Regulatory Flexibility Act (5 U.S.C. 601 
et seq.) are inapplicable. 

Unfunded Mandates 
This final rule contains no Federal 

mandates (under the regulatory 
provision of Title II of the Unfunded 
Mandates Reform Act of 1995) for State, 
local, and tribal governments or the 
private sector. Therefore, this final rule 
is not subject to the requirements of 
sections 202 and 205 of the Unfunded 
Mandates Reform Act of 1995.
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ATTACHMENT 6 

EMPLOYEE REQUEST FOR AN EXCEPTION TO RETAIN A PROHIBITED FINANCIAL 
INTEREST 

 
 
Please provide the information requested below in typed or printed form to the Ethics and Integrity Staff 
accompanied by the disqualification in Attachment 7. 
 
Part I – Information Pertaining to Requestor 
 

(a) Employee’s name 
(b) Title of position and grade 
(c) Organization’s Name (Center/Office/ORA and Region/District/Division [e.g., ORA/Pacific 

Region/Seattle District or CDER/OND/ODEI] 
(d) Date entered on duty at FDA 
(e) Date entered current position 

 
Part II – Information Pertaining to Prohibited Financial Interest 
 

(f) Identify prohibited financial interest (include type of interest [e.g., stock, bond, mutual fund] and 
company name) 

(g) Number of shares held and current value of interest 
(h) Date interest was acquired 
(i) Owner(s) of the prohibited financial interest in question (e.g.,. self, spouse, minor child) 
(j) Description of how the acquisition occurred (spouse’s employment benefits, gifts to dependent 

child(ren), part of trust, etc)  and why it involves “exceptional circumstances”.   Explain why these 
circumstances warrant FDA to make an exception to its prohibited holding regulations.   

 
Part III – Information Supporting Exception 
 

(k) Identify work unit (e.g., division/branch) and provide a brief description of official duties 
(l) Identify prohibited financial interest and describe its regulated activities (e.g., Merck stock and new 

drug applications) 
(m) Describe why holding the prohibited financial interest would not cause a question regarding the 

impartiality or objectivity with which FDA programs are administered.  Provide any other pertinent 
information that would support the request. 

 
Part IV – Notice of Disqualification 
 

Insert here any products or firms, which the requesting employee has been disqualified from 
reviewing/inspecting.  

 
Part V – Employee’s Signature and Date          
       

 
Ethics and Integrity Staff 
Office of Management 

Food and Drug Administration 
 

 
October 2010 

FDACDER0006154















1

Akbari, Asim

From: Moscicki, Richard
Sent: Friday, April 07, 2017 2:31 PM
To: Akbari, Asim
Subject: my questions

Thank you Asim for our discussion yesterday, it was very helpful to get your input on my ongoing saga of my effort to sell 
my royalty stream.  In the meantime I remain recused from any involvement with  , or IBD at FDA.  In the 
other matter, I will recuse myself from any involvement in FDA matters directly related to the nonprofit organization 
that wishes to meet with me regarding non FDA related issues.  Rich. 

FDACDER0006161

(b) (6), (b) (3) (A)











2

To: Akbari, Asim;
Subject: RE:  Information Attached 
  
Asim, I have reached out to   office at  .  They will handle the query for   Rich. 
  

From: Akbari, Asim 
Sent: Monday, June 27, 2016 4:52 PM 
To: Moscicki, Richard 
Subject: RE:  Information Attached 
  
Hi   
  
Chris Henderson no longer works in the ethics office at FDA.  I will take over for him and have been working with Dr. 
Moscicki regarding the   Fund and   investments interests.    As I mentioned to him this morning, the 
information below allows to determine whether these investments is a excepted investment fund (EIF).  Such a 
designation allows us to report only the name of the funds on his financial disclosure report and not the underlying 
assets in the funds. 
  
The information provided by   does not provide us the underlying assets in the fund.  To the extent 

 does not provide this information to any of its investors, Dr. Moscicki cannot possibly have knowledge of any 
investments held by the fund.  Typically, hedge funds such as   do not disclose their proprietary trading 
methods.  Nonetheless, we must ask   for such information.  If they do not provide this information to any of its 
investors, we need a written communication from   simply stating the following: 
  
“This letter serves to inform you that, as a matter of policy XXX fund does not provide individual investment position 
transparency to its investors.  We cannot make an exception to this policy in this case.” 
  
I would appreciate if you could help us obtain this letter from    Please contact me if you would like to 
discuss further. 
  
Regards, 
Asim Akbari 
Director, Division of Ethics and Integrity 
(301) 796‐6959 
  
  

From: Henderson, Christopher M 
Sent: Wednesday, June 22, 2016 12:54 PM 
To: Akbari, Asim 
Subject: FW:  Information Attached 
  
FYI Rich Moscicki     Fund. 
  
  

From:   
Sent: Wednesday, June 22, 2016 12:29 PM 
To: r M 
Cc:
Subject: Re:  Information Attached 
  
Chris, 
  
Attached is what we were able to obtain from .  They have confirmed that there are over 100 participants, that the fund is not publicly 
traded and is independently managed. 

FDACDER0006166

(b) (6), 
(b) (3) 

(b) (6), (b) (3) (A)

(b) (6), (b) (3) (A)

(b) (6), (b) (3) (A)

(b) (6), (b) (3) (A)

(b) (6), (b) (3) (A)

(b) (6), (b) (3) (A)

(b) (6), (b) (3) (A)

(b) (6), (b) (3) (A)

(b) (6), (b) (3) (A)

(b) (6), (b) (3) (A)

(b) (6), (b) (3) 
(A)

(b) (6), (b) (3) 
(A)

(b) (6), (b) (3) 
(A)

(b) (6)

(b) (6) (b) 
(6)

(b) (6)

(b) (6)

(b) (6), (b) (3) (A)

(b) (6)

(b) (6)

(b) (6), (b) (3) (A)





4

Hello Ms.  , 
I am in receipt of the documents you sent Dr. Moscicki.  It may have been better if I had asked specific questions instead 
of obtaining the documents since I am not sure I can glean the answers I need from them. Such funds require the 
reporting of the underlying assets in which the fund is invested unless the fund qualifies as an excepted investment fund 
(IEF) as defined by the office of Government Ethics. An EIF is one that is 

 widely held (>100 participants); 
∙         publicly traded (or available) or widely diversified; and 
∙         independently managed, that is, arranged so that the filer neither exercises control nor has the ability to 

exercise control over the financial interests held by the fund. 
  
Funds which are or were at some time open to any investor are considered publicly available. Net worth or income 
requirements do not disqualify a fund from being publicly available. Widely diversified means that the fund: 
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• holds no more than 5% of the value of its portfolio in the securities of any issuer (other than the U.S. Government) and
• holds no more than 20% of the value of its portfolio in any particular economic or geographic sector. 
  
Can you find out this information? If these factors are not met, we need the underlying assets of the fund, which I do not 
believe are provided in the documents sent. 
  
I have been in contact with  about a different asset but I ask you because you seemed to have provided the 
documents concerning this asset. 
  
Thank you . 
  

Chris Henderson, J.D. 
Division of Ethics and Integrity 
Food and Drug Administration 

240-402-8186 
  

From: Moscicki, Richard 
Sent: Tuesday, February 23, 2016 9:31 AM 
To: Henderson, Christopher M 
Subject: FW:  Information Attached 
  
This should answer your questions about   as you can see it is very diversified.  Working on getting info on   
but it will be the same.  Rich. 
  

From: Richard Moscicki [mailto:  
Sent: Monday, February 22, 2016 8:34 PM 
To: Moscicki, Richard 
Subject: FW:  Information Attached 
  
  
  

From:   
Sent: Saturday, February 20, 2016 1:30 PM 
To: Richard Moscicki <  
Subject:   Information Attached 
  
Hi Rich, 
  
This should answer their first question in regards to the   investments.  is tracking down   
information. 
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To: Moscicki  R rd 
Subject: FW:  sale 
  
  
  
Sent from Mail for Windows 10 
  

From  
Sent: Thursday, October 13, 2016 4:08 PM 
To: Richard Moscicki 
Subject: RE:   sale 
  
Rich, 
  
There is a remaining balance in your account of $ so we will mail you a check to your home address. 
  
Please let me know if you have any additional questions. 
 
Best  

From: )  
Sent: Thursday, October 13, 2016 4:07 PM 
To: Richard Moscicki; '  
Cc:  
Subject: RE:  sale 
  
Good afternoon Rich and , 
  
I just wanted to follow up to let you know the position successfully transferred out of Rich’s account on October 5th.  Thank 
you all for your cooperation and patience during the transfer process 
  
Please let me know if you have any additional questions. 
 
Best, 
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From:   
Sent: Monday, October 03, 2016 1:04 PM 
To: '  
Cc: 'Richard Moscicki' 
Subject: RE:  sale 
  
Good afternoon  and Rich, 
  
The operations team of the Alternative Investments department is in receipt of the transfer paperwork and I am waiting for 
an update on the processing timeline. 
  
I will continue to send updates as they are received. 
  
Best, 

  
From:   
Sent: Thursday, September 29, 2016 2:20 PM 
To: '  
Cc: Richard Moscicki 
Subject: RE:  sale 
  
Good afternoon , 
  
I have not received an update today but I reached out to the AI department and will circle back with you when I receive a 
response. 
  
Best, 

From:
Sent: Thursday, September 29, 2016 1:33 PM 
To:  
Cc: Richard Moscicki 
Subject: Re:  sale 
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Please let me know if I can assist further. 
  
Corbin 
  
  
Corbin G. Sanft 
Attorney Advisor 
Department of Health & Human Services 
Office of the General Counsel 
Ethics Division 
Telephone: (240) 402-1096 
Fax: (202) 205-9752 
  

NOTICE  
THIS E-MAIL MESSAGE FROM THE OFFICE OF THE GENERAL COUNSEL (OGC), ETHICS DIVISION, IS INTENDED FOR THE EXCLUSIVE USE OF THE 
RECIPIENT(S) NAMED ABOVE AND MAY CONTAIN PROTECTED, PRIVILEGED, OR CONFIDENTIAL INFORMATION THAT SHOULD NOT BE 
TRANSMITTED TO UNAUTHORIZED ADDRESSEES. IF YOU ARE NOT THE INTENDED RECIPIENT, ANY DISSEMINATION, DISTRIBUTION, OR COPYING 
IS STRICTLY PROHIBITED. IF YOU HAVE RECEIVED THIS E-MAIL IN ERROR, PLEASE NOTIFY THE SENDER IMMEDIATELY AT THE ABOVE ADDRESS. 
EMPLOYEE RECIPIENTS ARE COUNSELED THAT DISCIPLINARY ACTION FOR VIOLATING FEDERAL ETHICS REGULATIONS MAY NOT BE TAKEN 
AGAINST ANY EMPLOYEE WHO HAS ENGAGED IN CONDUCT IN GOOD FAITH RELIANCE UPON THE PRIOR ADVICE OF AN AGENCY ETHICS 
OFFICIAL, PROVIDED THAT THE EMPLOYEE HAS MADE FULL DISCLOSURE OF ALL RELEVANT CIRCUMSTANCES.  IF EMPLOYEE CONDUCT IS 
POTENTIALLY SUBJECT TO CRIMINAL CONFLICT OF INTEREST AND RELATED  STATUTES, RELIANCE ON THE ADVICE OF AN AGENCY ETHICS 
OFFICIAL IN INTERPRETING THE SCOPE OF SUCH STATUTES IS A FACTOR THAT MAY BE TAKEN INTO ACCOUNT BY THE DEPARTMENT OF 
JUSTICE IN EXERCISING PROSECUTORIAL DISCRETION.  EMPLOYEES ARE CAUTIONED THAT DISCLOSURES TO AN OGC ETHICS ATTORNEY ARE 
NOT PROTECTED WITHIN THE DEPARTMENT BY ATTORNEY-CLIENT PRIVILEGE.  ALL EMPLOYEES, INCLUDING AGENCY ATTORNEYS, ARE 
REQUIRED TO REPORT CRIMINAL VIOLATIONS TO THE OFFICE OF THE INSPECTOR GENERAL. 
  

From: Akbari, Asim [mailto:Asim.Akbari@fda.hhs.gov]  
Sent: Wednesday, August 31, 2016 5:48 PM 
To: Moscicki, Richard (FDA/CDER) 
Cc: Sanft, Corbin (HHS/OGC) 
Subject: RE:  Urgent 
  
Hi Rich, 
  
Sorry that I was not clear in my earlier email.  I partially misread your email and had been in meetings all day.  I hope this 
email provide is more clear. 
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To: Moscicki, Richard; Hill, Salisha 
Subject: RE:  
  
Hi Rich, 
  
I got your voicemail.  Sorry that I have not touched base with you sooner.  Our office is being audited by the U.S. Office 
of Government Ethics.  As a result, I have been busy trying to get a large volume of information together responding to 
their document request.   
  
I spoke with our financial disclosure experts in the Office of the General Counsel.  The informed me that your divestment 
will occur when the asset is actually sold and not when you obtain an agreement or arrangement for a sale.  Can you 
provide me the latest   statement so that I can review the underlying assets?  I would like to go over this with you, 
but I need to meet the document request deadline this week.  Can we touch base early next week? 
  
Also, were we able to get that letter from the hedge fund manager at   
  
Regards, 
Asim 
  
Salisha, 
Can you set up a tcon with Dr. Moscicki?  Thanks. 
  

From: Moscicki, Richard  
Sent: Tuesday, July 19, 2016 9:33 AM 
To: Akbari, Asim 
Subject:  
  
Asim, an update.  I am still struggling to get rid of    Do you have an answer on what constitutes divestment?  If you 
remember,  

 

  I also left you a vm, the quarterly report just issued for   and the 
only remaining pharmaceutical holding in the fund of relevance is  and they have reduced its value to zero and 
rate it as having 0% of the assets.  Does that change the whole picture?  I can share the report with you.  Rich. 
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Akbari, Asim

From: Moscicki, Richard
Sent: Friday, February 03, 2017 12:34 PM
To: Simpson, Yvette; Akbari, Asim
Cc: Collins, Stephanie; Woodcock, Janet
Subject: Royalty

As agreement has been finally reached on my share of the royalty stream that   receives 
from  for the invention of ,   has issued me a check for royalties that 
accumulated during the time of negotiations.  As I have stated before it is my intention to divest the future royalty 
stream.  This divestment would be considered capital gains.  I am requesting a letter of divestiture and a certificate of 
divestiture.  Please let me know what additional procedures or forms I must complete in order to achieve this in a timely 
manner.  I remind all that in the meantime I remain recused from involvement with , and 
inflammatory bowel disease.  Rich. 
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Campbell, Shuvon

From: Campbell, Shuvon
Sent: Monday, January 19, 2015 9:50 AM
To: Moscicki, Richard
Subject: Farm interest memo

Good morning, 
 
I am finalizing your Confidential Financial Disclosure Form (OGE 450) for the 2013 filing year. In Part I: Assets 
and Income you reported an interest in a farm:   

.  
 
You have reported a financial interest in a farming operation. Farms that raise and sell agricultural products 
(crops and livestock) are, by definition, significantly regulated organizations and, therefore, are prohibited 
under the current prohibited financial interest regulations. The Agency recognizes the potential impact that 
the current rule may have on employees that have such interests and is taking steps to help mitigate the issue. 
FDA is currently seeking an amendment to the HHS Supplemental Standards of Ethical Conduct Regulations to 
allow for greater flexibility in certain farm ownership. Pending the outcome of that process, FDA has decided 
that all current as well as future issues involving financial interests by employees in farm ownership and 
operations will be held in abeyance except for ownership in publicly traded stock in farming corporations. 
Until a decision is made on an amendment, employees with current financial interests in farming operations, 
other than owning stock in a publicly traded farming organization, like ConAgra for example, will not be 
required to divest or otherwise alter their farm operations during the abeyance period. Therefore, you are not 
required at this time to take any action regarding this financial interest. However, as with all financial 
interests, you are required to disqualify yourself from taking official actions that will directly affect your 
farming operation. Once a final decision is made on the Supplemental amendment, this matter will be re‐
addressed. This process will most likely be lengthy as an amendment requires approval from senior agency 
management, including the Commissioner and the Secretary of HHS. It must also be approved by the Director 
of the Office of Government Ethics. In the meantime, you should continue to report your financial interest in 
farming operations on your OGE 450 form. 
 
Thank you, 
 
Shuvon Campbell 
Ethics Specialist 
Division of Ethics and Integrity 
Food and Drug Administration 
8455 Colesville Road (COLE‐8121)  
Silver Spring, MD 20993‐0002 
240‐402‐4591 
Ethics Webpage:  http://inside.fda.gov:9003/EmployeeResources/Ethics/FDAEthicsProgram/default.htm 
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Campbell, Shuvon

From: Tolino, Vincent R
Sent: Thursday, February 12, 2015 11:57 AM
To: Moscicki, Richard
Cc: Campbell, Shuvon
Subject: Restricted Stack Units - 

Dr. Moscicki - – 
 
This is to re-cap the conversation between you, Shuvon Campbell of my staff, and myself on
February 11, 2015, regarding restricted stock shares you have with .  You informed me that 
you have had these shares since you entered into FDA but did not report them because you were of
the understanding that wasn’t necessary until the time the vesting period is up and the shares
become available to you. 
 
We discussed that restricted stock shares are reportable and are considered a personal financial
interest for an employee subject to the full recusal obligation under title 18 USC – Section 208.  (as 
an aside – the Office of Government Ethics defines a financial interest as anything that could result in 
a gain or a loss for an employee.) 
 
I explained that due to the restricted stock shares in , you may not be involved in any particular
FDA matter that can have a direct and predictable effect on your financial interests.  Because the 
interest is with , you have a financial interest in that company which creates a recusal
obligation requiring you to remove yourself from working on any particular matters, general or
specific, affecting that company.  This recusal obligation pertains to particular matters between
specific parties, which would include  products as well as any competing products as well as
other matters that could affect the legal rights of  like a contract, claim, investigation, audit,
grant, warning letter, etc.  In addition, it pertains to particular matters of general applicability, such as
policies, or rule-making or legislation, affecting as part of a discrete and identifiable class.  If 
the recusal obligation will require recusal from matters central or critical to the performance of your
official duties, then divestiture will  be necessary. 
  
In some cases there are regulatory exemptions that may allow you to work on matters affecting your
financial interest under certain circumstances and depending on the overall value of the financial
interest in question. However, the regulatory exemptions do not apply to stock options or restricted
stock. 
 
Accordingly, you indicated that you were going to discuss the matter with the CDER Center 
Director.  I too am discussing the matter with my leadership in the Office of Operations.  You also 
indicated that you would contact  to weigh your options on divesting of the shares. 
 
Thank you – 
 
Vince Tolino  
Director, Division of Ethics and Integrity 
8455 Colesville Road (COLE-8121) 
Silver Spring, MD  20993‐0002 
301-796-8438  
Ethics Webpage:  http://inside.fda.gov:9003/EmployeeResources/Ethics/FDAEthicsProgram/default.htm  
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From: kim danboise
To: Commissioner FDA; Temple, Robert; Woodcock, Janet; Dunn, Billy
Subject: eteplirsen
Date: Tuesday, September 13, 2016 11:28:03 PM

Dear Dr. Dunn: Think you fucking genius s might have missed something here?

Dawn Rezkalla 
109 days. How many other DMD patients could rock climb by now if they had access? 
#enddmd #eteplirsenworks $srpt

  6
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From: kim danboise
To: Commissioner FDA; Temple, Robert; Woodcock, Janet; christine@jettfoundation.org
Subject: Eteplirsen/adcom farkas/shills
Date: Wednesday, September 14, 2016 6:14:34 AM

Dear Dr. Califf: Farkas is gone-now-what you going to do about those 3 fucking shills he had
at the adcom? If FDA doesn't pull those goddamn grants there is no justice!
Sincerely,
Kim danboise
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From: kim danboise
To: Commissioner FDA; Temple, Robert; Woodcock, Janet; Dunn, Billy; Bastings, Eric
Subject: Sarepta adcom
Date: Saturday, September 17, 2016 9:50:00 PM

Dear Dr. Califf: Ron Farkas was an idiot and a dirty rotten prick. Bastings and Dunn backed
the fucker all the way. What does that make them?They helped rig the adcom and tried to
make bull shit look like a scientific endeavor. FDA has a lot to answer for and 14,000 DMD
kids are waiting for the answers.

Sincerely,
Kim Danboise
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From: kim danboise
To: Commissioner FDA; Jenkins, John K; Unger, Ellis; Bastings, Eric; Woodcock, Janet
Subject: Dysrtophin
Date: Friday, October 28, 2016 9:49:27 PM

Dear Dr. Califf: DNP tried to make an idiotic decision based on a poor measurement
technique and the whole scientific world knew it. Its time for the FDA to get with the
program and hire people that understand new science, and get rid of the dinosaurs.
Sincerely,
Kim danboise

Kaye confirms my position that inflammatory proteases limit WBlot quant. IHC with 
new quant. algorithm is the near term quant paradigm

FDACDER0006319





From: kim danboise
To: Commissioner FDA; Unger, Ellis; Bastings, Eric; Temple, Robert; Woodcock, Janet
Subject: WSJ
Date: Friday, December 30, 2016 11:00:33 PM

Dear Dr. Califf: Everyone involved as an community member, or investor saw the whole
thing. FDA stunk it up on this one and sick kids were the ones who suffered the most, some
of you should rot in hell.

Among the Republican priorities in 2017 should be dismantling a culture of bureaucratic control at the Food and Drug Administration that
poisons innovation and costs lives. Here’s an idea: Update part of the approval process that was patient zero for distorting data on a drug
for Duchenne muscular dystrophy.
We’ve reported on the drama over eteplirsen, which FDA approved in September and is now marketed as Exondys 51 by Sarepta
Therapeutics. Midlevel bureaucrats have since disparaged the therapy in public, and some insurers are denying coverage. Much of the
confusion results from an April show trial known as an advisory committee meeting. A process that is supposed to provide independent
advice to the FDA instead became a venue to mislead a panel of nonexperts—and the public—about the drug’s efficacy.
Advisory committees exist so FDA can solicit expert counsel, but the agency stacks panels with allies whose career currency is prestige
and government funding. Such committees usually vote the way FDA wants—and then the agency tends to follow the recommendation.
On eteplirsen, the panel voted 6-7 against accelerated approval after a critical FDA review, which was later overruled by agency
management in a rare exception amid unusual public scrutiny.

–– ADVERTISEMENT ––

The 13-member committee that checked out eteplirsen included: a psychiatrist, a stroke doctor and several others with no experience in
Duchenne. The agency seldom invites true experts because anyone who has ever talked to a drug company is deemed financially
conflicted. In rare diseases like Duchenne, that problem is more pronounced because the pool of experts can be so limited. 
Yet meet Caleb Alexander, chairman of the committee. Dr. Alexander invited speakers at the meeting to state organizations they
represent. He read this statement at least a dozen times but neglected to mention his own conflict of interest: Dr. Alexander has received
a large FDA grant, information that is available online. The conceit is that fo ks l ke Dr. Alexander are less motivated by pecuniary
interests than someone who has consulted for a company. Dr. Alexander voted against approval.
Sarepta was barely allowed to defend itself at the meeting, which allowed agency distortions to appear as fact. One example: FDA’s
documents for Sarepta claim that patients “commonly maintain ambulation to older ages than is often realized, to 18 years or perhaps
even older.” Yet the same materials for a Duchenne drug reviewed fewer than six months earlier say that “by age 10-14, patients become
wheel chair bound.” This looks like an attempt to make Sarepta’s clinical results look less significant.
FDA’s review also relied on a chart to convince the panel that boys on the drug over time walked no better than patients who were not
treated. But we’ve reviewed compelling evidence that someone manipulated the x-axis in later years to make the results look more
damning for Exondys. This contentious visual was treated as gospel.
Supportive experts were relegated to the public hearing portion of the meeting for brief comments. Pediatric neurologists, the geneticist
who discovered the gene for Duchenne, clinical researchers and others had to move fast through slides and data. The FDA’s lead
reviewer, an eye doctor, talked for about an hour. 
The nonprofit Jett Foundation collected data on falls, fatigue and other outcomes that the panel more or less ignored. These patient
measures will be invaluable as rare diseases become better understood. FDA has the legal authority to incorporate patient data in
decisions, but the bureaucracy never does.
At the end of the day, panelists vote on approval questions, and even here FDA tilts the outcome. The agency’s guidance says questions
should have “minimal qualifiers” so as not to confuse the committee. So let’s look at one of the questions FDA asked the panel to ponder:
“Do the clinical results of the single historically-controlled study (Study 201/202) provide substantial evidence (i.e., evidence from
adequate and well-controlled studies or evidence from a single highly persuasive adequate and well-controlled study that is accompanied
by independent findings that substantiate efficacy) that eteplirsen is effective for the treatment of DMD?”
Are you still reading? The obfuscation led one committee member who voted no, Bruce Ovbiagele, to deliver this insight: “Based on all
that I heard, the drug definitely works, but the question was framed differently.” Imagine hearing this if you are the parent of a Duchenne
boy.
If FDA is going to run these committees merely to achieve a predetermined outcome, then let’s skip the exercise. Drug sponsors should
at least be allowed to object to candidates for the panel and be granted time to refute the agency’s contentions, as Joseph Gulfo,
executive director of the Lewis Center for Healthcare Innovation and Technology, has suggested. The panels should also include several
members who have treated the disease.
These changes would return advisory committee meetings to their original purpose as an outside check on FDA bias or groupthink. If
Donald Trump is serious about making government accountable to the people who pay for it, FDA is a prime candidate for reform. 
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