
Message 

From: Martha M. Rumore [/C=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDI BOHF23SPDLT)/CN=RECI PI ENTS/CN=A04866659DA34061A923A48FED0C6D69-M RUMORE] 

Sent: 5/13/2021 9:09:34 PM 
To: Jesse C. Dresser [jdresser@FrierLevitt.com] 
Subject: RE: FDA Request for T-con 

.11 

I understand that when they filed the 3911 form, FDA asked some questions but here is a bunch of queries from FDA-
May 4, May 7, May 13.....and not sure they gave the FDA the right answers....not good. Why was their CS inventory 

quarantined? We need copies of everything that Abbie provided to the FDA. What is T-con??? 

I can be on the call with them on Monday with FDA. 

Best, 
Martha 

Martha M. Rumore, PharmD, MS, JD, LLM 
Senior Counsel 

LEVFfi 

101 Greenwich. Avenue 

Suite 8B 
Nei lock. NY 10006 
(0(it) 970-322a (direct) 
(one 17ii_2, I l i7Cficell 

(9 1 3) 618 3)G5O (,t h 
rnrumore(>rr-ierl ev itt. com 
'Sw'\VCs; , f rl c rl cr itt.com 

New Jersey Office 
84 131oomhe)d Avenue 
Pine Brook. N: i O)58 

Follow us on: .L'O.:ikedj:r1 I Twitter I FacebOok

This email and any files transmitted with it are personal confidential am! is%nduf , zery /or!/ o of /'5c a cir zdual or entity to whom they are addressed. They are also subject to the 
attorney work product and attorney-client prwwileges fl you rcaircd ibis ml i riiLsdaa in cr?rra rsc r, ciiIt the sender by reply email and delete the messare and any y attachment;, 
Thank you. 

From: Jesse C. Dresser <jdresser@FrierLevitt.com> 

Sent: Thursday, May 13, 20214:57 PM 
To: Martha M. Rumore <mrumore@frierlevitt.com> 

Subject: FW: FDA Request for T-con 
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Jesse C. Dresser, Esq. 

i i ..jiii E li 

84 Bloomfield Avenue 
Pine Brook, NJ 07058 
direct: (973) 852-8361 
phone: (973) 618-1660 
fax: (973) 618-0650 
email: idresser( ,frierlevitt.com 
web: sv v.frierlevitt.com 

This email and any files transmitted with it are personal confidential and intended solely for the use of the individual 
or entity to whom they are addressed. They are also subject to the attorney work product and attorney-client 
privileges. If you received this transmission in error, please notify the sender by reply email and delete the message 
and any attachments. Thank you. 

From: Charles Boyd < :l rle ( ar_ I,a n,co n> 
Sent: Thursday, May 13, 2021 2:29 PM 
To: Jesse C. Dresser <idresserC@:+FrierLevitt.com>; Martha M. Rumore <mrur m€ore@frierlevitt.com> 
Subject: FW: FDA Request for T-con 

[EXTERNAL SENDER: This message came from an EXTERNAL address. DO NOT click on links or attachments unless you 
know the sender and the content is safe.] 
Hi guys, 

Please see below from the FDA. Do you recommend us having council on the call or does that make us look guilty? 
Please advise. 

i.fn:ler& CEO 
i s I ins, Ll.( 
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www.Sa,3e n.CC31'Et I k

From: Abbie Divilio <A bieD. of ~l~iai€iaeoir> 
Sent: Thursday, May 13, 2021 11:24 AM 
To: Picard, Christina M <Christiro.PicardOfda,hl s,gnv>; Shared Mailbox - compliance <car € l"€a€fcef~ S fechain,com>; 
Charles Boyd <CharlesB. Jef ircor> ............ ...................... 
Subject: RE: FDA Request for T-con 

Hello Christina, 
Yes, we can make that work. Please go ahead and send us the invite. 

Thank you, 
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From: Picard, Christina M <Christina.Pi card ttfda.hhs.gov> 
Sent: Thursday, May 13, 2021 10:59 AM 
To: Abbie Divilio < b m D Saf€  hair .c:orn> Shared Mailbox - compliance <cornpl€ ncecDS fe h< ir co n>, Charles Boyd .................. ................................................. 
<CharlesB( Safechain.corn> 
Subject: FDA Request for T-con 

Good morning, 

FDA would like to have a phone call with representatives from Safe Chain on Monday, May 17th, at 3:30. Please let me 
know if you are available and I will send over a calendar invite. 

Thank you, 
Christina 

From: Abbie Divilio <AbbieD •(~, Safechai€ acorn> 
Sent: Friday, May 07, 2021 2:04 PM 
To: Picard, Christina M <Christina.Picard fda.hhs. ov>; compliance <c liar~ce@Safechain,can':>; Charles Boyd 
<CharlesB,)Safechain.corn>
Subject: [EXTERNAL] RE: FDA 3911 - 45802703 

CAUTION: This email originated from outside of the organization. Do not click links or open attachments unless you recognize the 
sender and know the content is safe. 

Hi Christina, 
Attached are the documents you've requested and a key to what each on represents: 
102 Inventory- controlled substance inventory 
101 Inventory- Expired product from the warehouse. These items stay in the quarantine area until our reverse 
distributor comes to pick them up, which is once a quarter. 
061 Inventory- These are the HIV drugs and items we have quarantined 
SCS Vendors- list of vendors we use. 
Customer Letter- Letter we sent to customers regarding lots of concern. 

1. Provide a list (including quantity) of all Safe Chain products currently under quarantine, and identify their 
location. Include Gilead, as well as non-Gilead products. 
Attached 

2. What is the date of the last Gilead product that Safe Chain distributed? Who was it supplied by? Provide the 
name and location of the supplier. 
We have been selling Gilead drugs as recently as this week. We are currently using supply purchased from 
vendor Synergy Group Wholesale, 491. Arnwell Road Suite 103, Hillsborough, NJ 

3. Provide a list of all suppliers (including their location) Safe Chain uses for Gilead and non-Gilead products. 
Attached 
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4. Provide a list of all dispensers (both name and location) who have quarantined product from Safe Chain in their 
possession. Provide the specific drug product name and quantity quarantined at each dispenser. 
When we contacted customers regarding lots of concern regarding Gilead products we asked that they 
coordinate with their sales person to return inventory back to us, so that we could quarantine. We received 
responses frorn a few customers who returned inventory, and those pieces are included in the quarantine 
report. 

5. Has Safe Chain communicated with the dispensers who have quarantined product? If so, what was the date and 
mode of communication (e.g., in writing, telephone call)? 
No, to our knowledge none of our customers still have any product in their inventory. 

6. Can Safe Chain assure that quarantined product that is with dispensers will not be dispensed to consumers? 
No, those customers who did not: respond to the letters, or request to return the product could still have this in 
their possession or have already dispensed the drug. 

Thanks, 

From: Picard, Christina M <Christina.l icard fda.hhs.gov>
Sent: Tuesday, May 4, 2021 3:05 PM 
To: compliance li Inc ' S fF.c.h in.corr>>; Charles Boyd <:.1 rarl x,3P .3 i.-:s;la €ra.co€ >; Abbie Divilio 

ie1) Safe chain ,co: ;> 
Subject: RE: FDA 3911 - 45802703 

Good afternoon, 

Please see questions below. I look forward to your responses. 

Thank you, 
Christina 

1. Provide a list (including quantity) of a!! Safe Chain products currently under quarantine, and identify their 
location. Include Gilead, as well as non-Gilead products. 

2. What is the date of the last Gilead product that Safe Chain distributed? Who was it supplied by? Provide the 
name and location of the supplier. 

3. Provide a list of all suppliers (including their location) Safe Chain uses for Gilead and non-Gilead products. 
4. Provide a list of all dispensers (both name and location) who have quarantined product from Safe Chain in their 

possession. Provide the specific drug product name and quantity quarantined at each dispenser. 
5. Has Safe Chain communicated with the dispensers who have quarantined product? If so, what was the date and 

mode of communication (e.g., in writing, telephone call)? 
6. Can Safe Chain assure that quarantined product that is with dispensers will not be dispensed to consumers? 
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From: compliance <ccr liarr:e J.a~f ,hai€~,c€ € > 
Sent: Tuesday, April 20, 2021 3:35 PM 
To: Picard, Christina M <Chri stn aaPic rd f ia,l l sa ov> Charles Boyd < ,aLlesB fz~Saf'erl air~.c € > compliance .. ...... ..._ .. ......._......_......... -........ , ............_M ............................................... 
<cor•r~: lianr;ei~%5afec;hain.com> 
Subject: RE: [EXTERNAL] RE: FDA 3911 - 45802703 

CAUTION: This email originated from outside of the organization. Do not click links or open attachments unless you recognize the 
sender and know the content is safe. 

OK- thank you for the information. 

~ 

'

Abbe 
aE ~ 

£ t. iwflio E f ~c 3 

 t~ It ♦ ~ 3~ ~. 

From: Picard, Christina M <Christ:ina,Pic.ard fda.hiis.gov> 

Sent: Tuesday, April 20, 2021 3:30 PM 
To: Abbie Divilio <Abi iel ffj af'e~ l ai€ .corr> Charles Boyd <Ch1arl ai€i.cor.>; compliance .....................M............................................... , 
<co: •: lia€ice@Safechain.co€n> 
Subject: RE: [EXTERNAL] RE: FDA 3911 - 45802703 

Hi Abbie, 

Because these products have been identified as illegit:im:d:e, you are requiren to quarantine the product until further 
instruction is provided, Do not return or process these products as returns at this time. 

Thank you, 
Christina 

From: Abbie Divilio <AbbieD@5afechain.co€r:> ........................................................................... 
Sent: Tuesday, April 20, 2021 3:23 PM 
To: Picard, Christina M <Christina.Picard fda.hhs. ov>; Charles Boyd <CharlesB@Safechain.co€m>; compliance 
<crrfI rl ~. rf :l rir : _c....> 

Subject: [EXTERNAL] RE: FDA 3911 - 45802703 

CAUTION: This email originated from outside of the organization. Do not click links or open attachments unless you recognize the 
sender and know the content is safe. 

Hi Christina, 

We have product sitting in our quarantine from two vendors, one is Rapids Tex and the other is Boulevard 

9229. These are all HIV medications from Gilead. We would like to return them to the vendor as we have not 

paid for them while we investigated and reported these items to the FDA. We are now at the point where 

these two vendors are demanding payment or to return the product. We would like to return it ASAP, do you 

see a problem with us doing that? 
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Your input is appreciated, 

OvIio E r of r:orrii Irf n

0. 
Lrnked 

From: Picard, Christina M <Christ:ina.Pic.ard a4da.hl~s. ov> 
Sent: Thursday, April 15, 2021 8:06 PM 
To: Abbie Divilio <AhhieD_ )Safechain _com>; Charles Boyd <Ch arl= .c0Safechain.colr>; compliance 
<c.r~r~-~ lian~ef~%~;afezhair~.cram> --

Subject: RE: FDA 3911 - 45802703 

Thank you. Can you please provide the following information: 

1. What is Safe Chain doing with the products that are named in the falsified pedigrees? (Biktarvy and all other 
products) 

2. Is Safe Chain still purchasing products from unauthorized distributors? If so, which distributors? 
3. What is Safe Chain's strategy moving forward to ensure you are not purchasing/distributing products that are 

unsafe for consumers? 

Many thanks, 
Christina 

From: Abbie Divilio <AhhieD@ S,afech .i€n.con > 
Sent: Monday, April 12, 20218:51 AM 

To: Picard, Christina M <Christina.Picard @?fda.hhs. ov>; Charles Boyd <CharlesB@Safechain.com>; compliance 
<cc~rrpliance~~z Safechain.com> 

Subject: [EXTERNAL] RE: FDA 3911 - 45802703 

CAUTION: This email originated from outside of the organization. Do not click links or open attachments unless you recognize the 
sender and know the content is safe. ....... ...... ....... ...... ............... ................ ............... .............................................................. .................................. ................ .................................. ...... ............... ...........................-..... ........................................... ................. 

Good morning Christina, 

One bottle was shipped to a customer who we have contacted. We have not heard if that bottle has been 

dispensed to a patient or is still in the pharmacies inventory. This bottle was released before we heard back 

from Gilead that these transactions were inconsistent with their records. 

aid 
\ •_ a:3eai:: I \ 
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From: Picard, Christina M <hristirs.Pic;ard fctr.irhs. cv> 
Sent: Friday, April 9, 2021 12:04 PM 
To: Charles Boyd < f r e 

Brzr ,: r  >; compliance < o liancaDSafchauia it>; Abbie Divilio 
<Abbiei Sr fe-ch in.com.> 
Subject: FDA 3911 - 45802703 

Good morning, 

Can you please advise, today if possible, if any of the 177 bottles referenced in attached 3911 were distributed? Or 
were all quarantined? 

Thank you, 
Christina 

Christina M. Picard, rca, .L t]. 
Regulatory Counsel 
CDER, Office of Compliance 
Office of Drug Security, Integrity, and Response 
Division of Supply Chain Integrity 
901..796--495.3 
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