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 Quality,  employees in other functions and  Framingham Biologics employees in 
total.  For the facility history overview, see Exhibit WS-1.

IV. Interstate Commerce

This inspection was limited to drug substance manufacture, with the product 
currently approved for manufacture at 74 NYA, will the PAI for 8 NYA  
manufacture.

V. Jurisdiction (Products Manufactured and/or Distributed)

Products manufactured and distributed at the Genzyme Corporation, Framingham campus are 
summarized as follows:

VI. Individual Responsibilities and Persons Interviewed

The Genzyme Corporation, Framingham, MA organizational chart is provided under Exhibit 
WS-1, with a list of all individuals interviewed during the inspection included under Exhibit 
WS-2.  A daily wrap meeting was held each day of the inspection.

VII. Firm’s Training Program

This section written by WS

On 03 September 2020, Mr. Marcos Carreras-Vargas, Associate Director of Learning and 
Development provided an overview of the training program according to BQ-PLN-000006,
“ Training Plan”, v3. Effective date 10/04/2020.  The scope of the procedure is minimum 
compliance training and GMP refresher. The validated application in support of training is My 
Learning Center. I reviewed BQ-GOP-00009, “Training System for the Biologics Network”, v5, 
Effective date 03/09/2019.  The scope of the procedure is overall training, onboarding (new hire, 
Genzyme background, good documentation practices, etc.).  The training curriculum for an 
employee is determined by management with QA approval of procedures for training.  Training 
may include On-The-Job (OJT), instructor led, and corporate based.  There were no individuals 
past due for training at 8 NYA from a GMP perspective.

No objectionable observation was identified.
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On 03 September 2020, Ms. Kate LaRoche, Manager of Quality provided a follow up for pest 
incursions into the GMP suite.  There have been minor excursions, with pest control program 
adequate.

No objectionable observation was identified.

B. Equipment

Maintenance (Preventative Maintenance (PM), Calibration & Equipment Logbooks)

This section written by WS

On 01 September 2020, Mr. Brain Donohue, Associate Director of QC Microbiology provide a 
follow up to logbooks, with logbook review conducted according to FIL-SOP-000942, “Good 
Documentation Practices”, v6, Effective date 01/09/2020.  Under Section 6.10.9 of the 
procedure, logbooks are to be review within the department  after page completion, see 
Exhibit WS-12.

On 03 September 2020, Mr. Timothy McKendry, Associate Director QC Compliance and QC 
Technical Management Support provided a follow up to the three incomplete logbooks within 
the QC Microbiology Laboratory, see Exhibit WS-13.  Deviation FRAD20E0749 was opened, 
with the root cause inadequate procedure, see Exhibit WS-14. The logbooks were closed, with 
new logbooks issued, and new process to eliminate the reoccurrence of the objectionable 
condition.  350 logbooks were reviewed, with incomplete logbooks isolated to the Bioburden 
Room.  Logbook will transition to LIMS for efficiency and control purposes.

This resulted in a 483 Observation and is additionally discussed under Objectionable 
Conditions 2.b, Section X.

On 02 September 2020, Mr. Pete Grenier, Associate Director Facilities Operations provided an 
overview of the preventative maintenance program according to FBL-SOP-000081,
“Maintenance Program”, v7, Effective date 21/07/2020. The validated application supporting 
PM is INFOR.  For equipment that requires maintenance, an onboarding process occurs based on 
criticality as determined by engineering, maintenance, safety, QA and subject matter experts,
with a PM plan created. A work order is created and executed electronically, with secondary 
review and update for the next scheduled PM event. Exceptional maintenance is conducted by 
work request, with emergency requests conducted within  followed by safety, high, 
medium and low priority requests. I (WS) questioned if the PM for the pretreatment system is
conducted in-house, with the firm indicating yes.  The PM is conducted according to the 
manufacturer’s recommendation.

Mr. , Metrology Operations Support Group Lead provided an overview of the 
calibration program according to BQ-GOP-000046, “Calibration Program”, v4, Effective date 
22/07/2020.  Gauge Insight is the validated calibration database application.  The owner of the 
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F008-ED-IOQ-0024, “Installation and Operational Qualification and Final Report for 
Sample  Refrigerator F008-2100-074 at 8 NYA, Framingham Biologics”
F008-ED-IOQ-0009, “Installation and Operational Qualification and Final Report for 
Freezer F008- -2100-025 at 8 NYA Framingham Biologics”
F008-ED-IOQ-0012, “Installation and Operational Qualification and Final Report for 
Inoculum Prep Refrigerator F008-2100-022 at 8 NYA, Framingham Biologics”
IQOR-F008-2100-022-8NYA-CQ-0001, “Standalone Report for StudyF008-ED-IOQ-
0012 (Refrigerator F008-21---22) generated in response to change control 
2020FRACC0034”
F008-ED-IOQ-0023, “Installation and Operational Qualification and Final Report 
Upstream  Refrigerator F008-2100-023 at 8 NYA, Framingham Biologics”

No objectionable observation was identified.

Warehouse

This section written by YXF 

I reviewed the documents for OQ, room temperature just-in-time warehouse at 8 NYA in  
and : 

F008-JWH-100: “OQ Final Report for Just in Time Warehouse  Study at 8 NYA 
Framingham Biologics”
F008-JWH-100-8NYA-CQ-0003: “OQ Final Report for Just in Time Warehouse 

 Study at 8 NYA Framingham Biologics”

 temperature probes and ) humidity probes were positioned 
geometrically throughout the warehouse. The studies were conducted for . The 
temperature results ranged from 19.8 - 23.6°C and the humidity values were around 60% for the 

 study. The temperature results ranged from 19.7 - 23.5°C and the humidity values were 
around 55% for the  study. 15 - 25°C temperature control was maintained.

No objectionable observation was identified.

Upstream and Downstream Equipment

This section written by WS

On 27 August 2020, the firm provided an overview of the Master Validation Plan according to 
SOP FBL-VMP-000027, “Master Validation Plan”, Effective date 09/03/2020.  The scope of 
the document includes Commissioning, Qualification, Requalification, Computer, and Method 
Validation.  Furthermore, the procedure describes a traditional approach to qualification with 
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Gown Qualification

This section written by YXF

I reviewed FBL-EWI-000002 “Electronic Working Instruction (EWI) on Gowning” effective 
07/17/2020. The purpose of this procedure is to provide instruction for personnel gowning in 
controlled and classified areas of the manufacturing facility at 8 NYA. The procedure includes 
general guidelines, items used for gowning, and gowning requirements for classified and CNC
areas.

On Aug 28, Mr. , Sr Manufacturing Manager and Mr. , Principle 
Quality Engineer provided an overview of the gowning procedure and staff training. Gowning 
training includes courses (Basic Gowning Requirement for Manufacturing Controlled Areas and 
General Principle of Growing), Structured Discussion on the EWI (FBL-OJT-000567), and On 
Job Training (OJT). I requested and reviewed the training records for three of the most recent 
hired employees. The employees completed training before entering the manufacturing areas.

During the inspection walk-through of the facility on Aug 26, 2020, we (WS and YXF) went 
through gown OJT and gowned according to Sanofi staff direction into the manufacturing 
facility. 

In the response to the Covid-19 pandemic, the firm implemented  and mask requirements
for CNC areas at the Framingham Campus [Exhibit YXF-8]. This action contained clear 
instruction for mask requirements within the non-controlled areas, social distancing, and mask 
change and requirements to enter the manufacturing areas.    

No objectionable observation was identified.

Container Closure Integrity

This section written by YXF

 bags  are used for DS storage and 
shipment. During the mock fill operation on Sep 03, 2020, I observed that the operators carefully 
opened the package of the bag and tubing and checked their integrity. The bag was placed within
the  drum as the secondary container. There was no leakage found during the fill 
operation. The mock fill was successfully completed.  There were no changes made to the 
container closure system. 

No objectionable observation was identified
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Multi-product Manufacturing and Area Changeover 

This section written by YXF

On Aug 28, 2020, Chris Blackburn, QA Director-  provided an overview of multiproduct 
controls [Exhibit YXF-10]. Document F008-ED-GNRL-0386 describes multiproduct 
manufacturing at ICBF at 8 NYA [Exhibit YXF-11]. ICB is the first process introduced to 8 
NYA in Suite . The second process pending introduction is the  Integrated 
Continuously Bioprocessing ( -ICB) in Suite . The firm assessed risks associated 
with implementing ICB as part of the CCR 2019FRACC0056: i) product cross 
contamination, ii) microbial/vial contamination, iii) product component/material segregation, iv) 
equipment configuration, v) use of appropriate product-specific procedures and vi) shared 
utilities. Currently, the only area where ICB and ICB overlap is the inoculum room. The
risk of cross-contamination during changeover is low. The firm states that additional tech 
transfers are planned for 8 NYA and require CCRs and regulatory notifications. 

No objectionable observation was identified.

Laboratories (Chemistry)

This section was written by YXF

On Sep 01, 2020, Mr. Mark Roy, QC Director, provided an overview of the QC system, 
including instrument qualification, calibration and maintenance, method development,
validation, analyst training, sample management, and laboratory investigations. I (YXF) toured
to the Chemistry QC Laboratory at 68 NYA with a QC team, including Mr. Mark Roy, QC 
Director, Mr. , QC Principle Scientist, Ms. Kelly DeSousa, QC Manager, Ms. 
Nancy Watkins, QC Manager, and , Principle Analyst.

No objectionable observation was identified.

Instrument Qualification, Calibration, Maintenance and Methods

This section written by YXF

Qualification of Laboratory instrument is governed by QFBL-VMP-000012, “Sub or Site-VMP: 
Laboratory Equipment Qualification (LEQ), Framingham Biologics” and FBL-SOP-000994
“Requalification Operations and Life Cycle”. During the QC laboratory tour, I (YXF) checked 
the qualification records of SoloVPE UV-VIS Spectrophotometer for A280 nm protein 
concentration test, UPLC systems for RP-UPLC and SEC-HPLC purity tests. For the SoloVPE 
system, the internal preventive maintenance is performed  and the vendor maintenance 
and calibration is performed . All maintenance and calibration activities were noted in 
the instrument Log Book. For the HPLC/UPLC systems, the firm performs internal maintenance 

, the activities include cleaning, checking valves, pump pressure, lamp time 
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prior to implementation. An IR was issued that clarified the requirement for reference standard 
details.

No objectionable observation was identified.

OOS Procedure and Investigations

This section was written by YXF

On Sep 2, 2020, Mr. Timothy McKendry, Associate QC Director provided an overview of the 
OOS procedure. The Laboratory Events (LEs) investigation is governed by BQ-GOP-000245,
“Phenix Initial Lab Investigation (ILI) Process”, Version: 4.0, Effective July 07, 2020 that 
provides instructions for processing the Initial Laboratory Investigations (Phase I) in the Phenix 
Initial Laboratory Investigation (ILI) workflow. This procedure also ensures appropriate root 
cause analyses, impact assessments. This system applies to the investigation of reportable results 
that are Out-of-Specification (OOS)/Out-of-Limit (OOL)/Out-of-Trend (OOT) or atypical for 
raw materials, in-process samples, in-process control limits (e.g., percent recovery), product 
intermediates, DS, DP, and stability samples. This procedure also includes the decision making 
procedure to perform a further phase 2 investigation and description of procedures to open a 
phase 2 investigation. The phase 2 investigation is governed by deviation procedure BQ-GOP-
000248.

BQ-GOP-000246 provides detailed instructions for conducting an investigation of all Laboratory 
Events (LEs). Overall, the firm’s procedures for OOS investigation conforms to the FDA 
guidance for Industry-Investigating Out-of-Specification (OOS) Test Results for Pharmaceutical 
Production. 

There were six OOS results related with -IC, three from the Chemistry QC Laboratory and the 
other three from the Microbiology QC Laboratory. The three OOS results from the Chemistry 
QC laboratory were reviewed as follows:

FRAD19L00020: OOS Concentration result 1 Week Accelerated Stability Time Point for ICB 
lot . This event resulted in Deviation FRAD19E0267. On Sep 03, 2020, I (YXF) 
discussed this deviation with Mr. Derek Pandolfo, Sr. Manufacturing Manager. He explained that 
the root cause of this OOS was a sample that was not representative of lot . The 
concentrations of initial and 1 month time points were within the specification. No CAPA was 
created.   

FRAD19L00021: OOS Peptide Map Peak  (Peak Ratio %) for  lot . 
This OOS result occurred on Aug 08, 2019. The root cause was determined to be use of the Zeba 
Spin desalting column in the assay. The CAPA was to revise the assay procedure FBL-MTD-
000071 for instructions on inspection of the Zeba Spin columns prior to desalting and revise
FBL-MTD-000071 to prepare the co-mix for samples prior to desalting. The investigation and 
CAPA were adequate.
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Activity Assay and his training profile that included all training he has taken in the QC 
Laboratory.  The training program of the firm is well designed, organized, and documented.

No objectionable observation was identified.

Sample handing and Shipping

This section written by YXF

On Aug 31, 2020, Mr. Mark Roy, QC Director, provided an overview of sample receipt, reserve,
and retain. I reviewed SOPs that govern sample handing listed below:

FBL-SOP-000964: “Control Sample Receipt”, Version 7.0, effective date Jul 28, 2020.
FBL-SOP-001284: “Sampling and Preparation of Integrated Continuous 
Biomanufacturing (ICB) samples from 8 NYA for Viral and Mycoplasma Testing”
FBL-SOP-000543: “Reserve and Retain Program”
FBL-SOP-000172: “Transport of Samples Between Buildings at the Framingham 
Campus”
Transfer and Transportation of Frozen Vials Utilizing  Shippers

No objectionable observation was identified.

Laboratories (Microbiology)

This section written by WS

On 01 September 2020, I proceeded to the floor of Building 68 NYA, Bioburden Lab.  Within 
the  F16089 LF, I observed a mock  sample test by method.  I 
observed the hood sanitized with , starting from the back wall, sides, work surface and front 
glass, along with the manifold and materials entering the LF.  The  contact time was timed.  
The technician donned new gloves and sterile sleeve guards for testing, with gloves frequently 
sanitized.  I reviewed the procedure for test FBL-SOP-0019, “Preparation and Incubation of 
Samples for Bioburden Determination at the 68 NYA Facility”, v10, Effective date 16/07/20.  
The observed  process was standard and acceptable.  Observed within the 
area was logbooks 2019QCM0219, F-17173 (Temperature Log Sheet); 2019QCM0124, F-17174
(Dry Storage Checklist for Waterbath); and 2019QCM0220, F-17174 (Temperature Log Sheet 2 
Waterbath).  Each logbook was incomplete for secondary review, see Exhibit WS-13.
Furthermore, a Sartorius analytical balance F-16499 located in an associated lab was determined 
not to be certified to USP 41 for analytical weighs supporting  testing, see Exhibit 
WS-Exhibit 15.

I visually inspected the 30 - 35°C 4775 for bioburden sample incubation , 20 -
25°C chamber 4765 for routine EM and media fill testing, and cold room 4745 for 2 - 8°C 
reagent storage.
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68 NYA”, 12 October 2020.  Testing included a loaded chamber, chamber recovery, and material 
addition.  The loaded chamber included  geometrically placed thermocouples over , 
with Run 1 and 2 rejected based on the thermocouples not being stabilized at study start, a 
protocol requirement.  Run 3 was acceptable for 30 - 35°C temperature control, with the 2019 -
2020 trend data acceptable.

I reviewed the RQ, “Protocol for the 2018 Requalification of the QC Microbiology Warm Room 
4775 (F-15594 Located at 8 NYA), Sanofi Genzyme 68 NYA Framingham 21-0475”, 24
September 2018.  Testing included alarms, loaded chamber distribution profile using  
thermocouples over .  30 - 35°C temperature control was confirmed.  

I reviewed the 20 - 25°C ambient room under protocol, “Installation Qualification of the 
Warm Room 4765 at 69 NYA 21-0048”, 23 September 2011.  The IQ was standard in design.  I 
reviewed study 21-0048, “68 NYA Ambient #1 to the IQ of Warm Room 4765 at 69 NYA”.  The
amendment supported IQ discrepancy resolutions consisting of utility discrepancies.  I reviewed 
the “Operational Qualification of the Warm Room 4765 at 69 NYA”, 21-0049.  The OQ included
alarm testing and empty chamber distribution study using  thermocouples positioned 
geometrically for , with 20 - 25°C temperature control maintained.  I reviewed 21-
0049A1, “Amendment #1 to the Final Report for the Operational Qualification of the Warm 
Room 4765 at 68 NYA”, with the amendment to address discrepancies.  I reviewed the protocol 
for the “Performance Qualification of the Warm Room 4765 at 68 NYA”, that included loaded 
chamber, addition to loaded chamber and recovery.   thermocouples were positioned for  

, with 20 - 25°C temperature control maintained.  The temperature trend data for 2019 -
2020 was acceptable.  

I reviewed the “Protocol for the 2018 Requalification of the QC Microbiology Warm Room 4765 
(F-1559) located at 68 NYA (V-0194) Sanofi Genzyme, 68 NYA, Framingham 21-0472”,
September 2018.  Testing included alarms, with  thermocouples positioned geometrically and 
as penetration probes for , with 20 - 25°C temperature control maintained.

I reviewed the 2 - 8°C laboratory upright refrigerator used in reagent storage under 21-0039,
“Final Report for the Installation Qualification of Cold Room 4745 at 68 NYA and Protocol for 
the Installation Qualification of the Cold Room 4745 at 68 NYA 21-0039”, November 2011.  The 
Installation Qualification was standard in design. I reviewed “Amendment #1 for Final Report 
for the Installation Qualification of Cold Room 4745”, with the amendment addressing 
discrepancies.   I reviewed “Protocol for the Operational Qualification of the Cold Room 4745 
at 68 NYA”, 21-0040.  The OQ included alarm testing and empty chamber distribution profile, 
with  thermocouples positioned geometrically for , with 2 - 8°C temperature control
maintained.  I reviewed “Protocol for the Performance Qualification of the Cold Room 4745 at 
69 NYA”, 21-0041, 10 May 2012.  The PQ included a loaded chamber, material addition and 
recovery.  A geometric distribution profile of the chamber over  indicated 2 - 8°C 
temperature control. I reviewed the 2019 - 2020 trend data, with 2 - 8°C temperature control
maintained.  A secondary backup probe was determined to be faulty, with the firm to initiate a
work request as corrective action.
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Management’s Response: On 03 September 2020, Mr. Bill Culleton, Sr. Director Facility 
Operations provided a follow up for the diffuser screens, fasteners becoming loose over time.  
All were tightened according Work Report FRAD20E0729, 27 Aug 2020, see Exhibit WS-4.

Observation 2: Equipment used within the QC Microbiology Laboratory has not been 
adequately certified and review of logbooks has not been conducted according to procedure.  
Specifically,

a. Sartorius analytical balance F-16499 has not been certified in determination of the 
balance minimum weigh amount.

b. Standard operating procedure FBL-SOP-000942, Good Documentation Practices, v6, 
Effective date 01/09/2020 identifies under section 6.10.9 that functional area review of 
logbooks is to be conducted within  of final entry.  The following logbooks 
located within the bioburden room exceeded the  specification:

i. Logbook 2019QCM0219, Equipment I.D.: F-17173, Temperature Log Sheet 2, 
Water Bath.

ii. Logbook 2019QCM0220, Equipment I.D.: F-17174, Temperature Log Sheet 2, 
Water Bath.

iii. Logbook 2019QCM0124, Equipment I.D.: F17174, Dry State Storage Checklist for 
QCM Water Baths.

Supporting Evidence and Relevance Observation 2.a: The Sartorius balance F16499 used in
analytical weighs for  has not been certified to USP, see Exhibit WS-16.

Management’s Response: The firm certified the balance to USP 41 03 September 2020, see 
Exhibit WS-17.

Supporting Evidence and Relevance Observation 2.b: Observed within the bioburden lab 
area were logbooks 2019QCM0219, F-17173 (Temperature Log Sheet); 2019QCM0124, F-
17174 (Dry Storage Checklist for Waterbath); and 2019QCM0220, F-17174 (Temperature Log 
Sheet 2 Waterbath) not reviewed according to SOP FBL-SOP-000942, “Good Documentation 
Practices”, v4, Effective date 01/09/2020, Exhibit WS-12. Each logbook was incomplete for 
secondary review, see Exhibit WS-13.

Management’s Response: Deviation FRAD20E0749 was opened, with the root cause 
inadequate procedure, see Exhibit WS-14. The logbooks were closed, with new logbooks 
issued, and new process to eliminate the reoccurrence of the objectionable condition.  Logbook 
will transition to LIMS for efficiency and control purposes.

XI. Refusals

No refusals were encountered during the inspection.
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indicated the absence of detectable levels of endotoxin.  Change control 19FRACC0032 has been 
implement for routine testing of the pretreatment system in support of assuring system 
performance for endotoxin control. I reminded the firm that the period of time in resolving the 
elevated endotoxin levels from the pretreatment system was less than optimum.

Discussion Item WS-5: Per BQ-GOP-00008, “Establishing and Maintaining Quality 
Agreements”, v5, Effective date 21 May 2019, Quality Agreements should be reviewed within  

.  Three quality agreements were past due and did not have CAPAs.  The firm indicated that 
the past due quality agreements would be identified as late in the annual PQR.  I reminder the 
firm of the importance of following procedures and meeting the written goal.    

Discussion Item WS-6 Regarding deviation investigation FRAD19E0013:  Opened May 22, 
2019, Closed July 25, 2019.  A settling plate under dynamic conditions within the seed LFCB 
had a recovery of  CFU, acceptance criteria <  CFU.  The technician associated with the 
recovery may not always be informed of the event, as for the technician to take an accounting of 
their aseptic technique.  The firm was reminded that perhaps the technician should always be 
informed of the events.

XIII. Additional Information

None.

XIV. Samples Collected

No physical samples were collected.

XV. Voluntary Corrections

None.

XVI. Exhibits Collected

Exhibit WS-1: Sanofi, 8 NYA- ICB PAI Opening Presentation 26 August 2020, 35 Pages.
Exhibit WS-2: 2020 FDA PAI Inspection, Personnel Interaction with Inspectors and Opening 
and Close Meeting, 20 Pages.
Exhibit WS-3, Pictures of CNC Diffuser Screens, 5 Pages.
Exhibit WS-4, Work Report FRAD20E0729, Multiple (2) Observations Identified During 
Walkthrough of 8 NYA Facility, 3 Pages.
Exhibit WS-5, Picture of Pre-Filter, 1 Page.
Exhibit WS-6, Work Order 2808649 and Work Report FRAD20E0730, Multiple (3) 
Observations Identified in Mechanical Room 1170 at 8 NYA on FDA PAI Tour, 12 Pages.
Exhibit WS-7,  Pictures, 6 Pages.
Exhibit WS-8, SOP FBL-EWI-000005, Facility and Equipment Disinfection, Effective date 
20/05/2020, 63 Pages.
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Exhibit WS-9, Work Order 2609026, Investigate and Repair Staining on the Inside of the 
 and Cart, 4 Pages.

Exhibit WS-10, Work Order 2608722, Lockout  and Remove Residual  Inside 
Unit, 4 Pages.
Exhibit WS-11,  Chamber and Cart Pictures, 9 Pages.
Exhibit WS-12, SOP FBL-SOP-000942, Good Documentation Practices, v4, Effective date 
01/09/2020, 33 Pages.
Exhibit WS-13, Logbook 2019QCM0124, 2019QCM0220, and 2019QCM0219, 57 Pages.
Exhibit WS-14, Work Report FRAD20E0749, Multiple (3) Logbooks Identified with Review 
Not Meeting  Target for Review per FBL-SOP-000942, 6 Pages.
Exhibit WS-15, Sanofi Certificate of Calibration, Metrology ID# F-16499, Analytical Balance, 8 
Pages.
Exhibit WS-16, Work Request FRAD20E0760, F-16499 Not Calibrated in Accordance with 
USP 41, 6 Pages.
Exhibit WS-17, Sanofi Certification of Analytical Balance F-16499 to USP 41, 2 Pages.
Exhibit WS-18, SOP FBL-RPT-000192, Final Report Bacterial Endotoxin Test <85> Method 
Validation of  ICB  in the QC Microbiology Laboratory, v1.0, Effective date 
29/10/2018, 24 Pages. 
Exhibit YXF-1: List of Equipment OOT, 2 Pages.
Exhibit YXF-2: Batch record design presentation, 8 Pages. 
Exhibit YXF-3: Electronic Batch Record technical support slides, 4 Pages. 
Exhibit YXF-4: Sportfire Characterization Data, 25 Pages.
Exhibit YXF-5:  Chromatograms for the PPQ run, 3 Pages.
Exhibit YXF-6: Lot list manufactured at 8 NYA, 2 Pages.
Exhibit YXF-7: Process diagram fro -ICB at 8 NYA, 1 Page
Exhibit YXF-8: Gowning Procedure in response to Covid 19, 8 Pages. 
Exhibit YXF-9: Framingham Covid 19 Safety Assessment, 3 Pages.
Exhibit YXF-10: Multiproduct control presentation, 8 Pages.
Exhibit YXF-11: F008-ED-GNRL-0386, Multiproduct manufacturing at ICBF at 8 NYA, 12
Pages. 
Exhibit YXF-12: Stability &Statistics- Assay control Extension for  ICB Aggregation Method,
6 Pages.
Exhibit YXF-13: ILI FRAD20L00002, Out of Specification (OOS) Specific Activity result 
generated for  ICB Drug Substance Lot , 6 Pages.

XVII. List of Attachments

Attachment 1: Form FDA 483, 2 Pages.
Attachment 2: Form FDA 482, 3 Pages
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