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www.regulations.gov for “CARPAL TUNNEL SYNDROME”

Establishment of A Monograph
for OTC Internal Analgesic,
Antipyretic and Antirheumatic
Products; Notice of Proposed
Rule (Part 10 of 13) (Pages
825-924)

- Document Contents : ..dysautonomia) and Cthersj C.
Shoulder-hand syndrome T-. Others (See also
Degenerative joint disease, IV

aSove; Carpal tunnel syndrome, V. G. above.). IX.
Associated with...

FDA

- Document Contents : ...findIngs
reported in association with rash include
fever, leukocytosls, arthralglas,

edema, carpal tunnel syndrome,
respiratory distress, lymphadenopathy,
'protelnuria and m:ild transaminase
elevation. Most patients...

1: Notice on
ERGONOMICS
PROGRAM

- Document Contents : ...For the
purpose of this ANPR ergonomic
disorders include, among

others, carpal tunnel syndrome, various
tendon disorders, and lower back
injuries. reported cases of ergonomic...
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1: Notice on
ERGONOMICS
PROGRAM

- Document Contents : ...For the
purpose of this ANPR ergonomic
disorders include, among

others, carpal tunnel syndrome, various
tendon disorders, and lower back
injuries. reported cases of ergonomic...

14: Notice on
RECORDING AND
REPORTING
OCCUPATIONAL
ILLNESSES AND
INJURIES

- Document Contents : ...skin disorders
or musculoskeletal disorders such as
back pain, tendinitis

and carpal tunnel syndrome. For this
purpose, a check list has been
suggested,as follows...

29: ERGONOMICS
PROGRAMS.
PROPOSED RULE;
REQUEST FOR
COMMENTS;SCHEDULI

- Document Contents : ...For example, a
number of employees have had multiple
surgeries

for carpal tunnel syndrome (CTS). The
expected number of MSDs that will
occur during a...

Document Contents : ...For example, a
number of employees have had multiple
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NG OF INFORMAL
PUBLIC HEARING

surgeries

for carpal tunnel syndrome (CTS). The
expected number of MSDs that will
occur during a...

. 83: OCCUPATIONAL
INJURY AND ILLNESS
RECORDING AND
REPORTING
REQUIREMENTS. FINAL
RULE

- Document Contents : ...should be
congratulated because when she had to
have surgery

for carpal tunnel syndrome, clearly work
related * * she chase to have that
surgery during not...

. U.S. DOT/FRA - Notice of
Proposed Rulemaking
(NPRM) and Request for
Comments

- Document Contents : ...One of the
most common forms of occupational
musculoskeletal disorder

is Carpal Tunnel Syndrome and other
repetitive motion disorders. Under
1904.12 of its January...

. U.S. DOT/FRA - Final
Rule

- Document Contents : ...One of the
most common forms of occupational
musculoskeletal disorder

is Carpal Tunnel Syndrome and other
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repetitive motion disorders. Under
§1904.12 of its January...

34: OCCUPATIONAL
INJURY AND ILLNESS
RECORDING AND
REPORTING
REQUIREMENTS. FINAL

RULE.

- Document Contents : ...rate, causation
or means of preventing any particular
condition-e.g., carpal tunnel syndrome,
epcondylitis (Ex.2-29 at 6). The
SyntheticOrganic Chemical
Manufacturers Association...

5: OCCUPATIONAL
INJURY AND ILLNESS
RECORDING AND
REPORTING
REQUIREMENTS. FINAL

RULE.

- Document Contents : ...incident rate,
causationor means of preventing any
particular condition-

e.g.,carpal tunnel syndrome,epcondylitis
(Ex. 2-29 at 6). The Synthetic Organic
Chemical Manufacturers...

. 8: OCCUPATIONAL

INJURY AND ILLNESS

- Document Contents : ...rate, causation
or means of preventing any particular
condition-e.g., carpal tunnel syndrome,
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RECORDING AND
REPORTING
REQUIREMENTS. FINAL
RULE.

epcondylitis (Ex.2-29 at 6). The
Synthetic Organic Chemical
Manufacturers...

. 1: NATIONAL ADVISORY
COMMITTEE ON
ERGONOMICS; NOTICE
OF MEETING

- Document Contents : ...January 28,
the committee will hear presentations
on the diagnosis

of carpal tunnel syndrome and also
presentations on the advantages of a
good ergonomics program...

. Requlations To Implement
the Equal Employment
Provisions of the
Americans With
Disabilities Act, as
Amended

- Document Contents : ...an individual
with a disability. (F) Example 6: An
individual

with carpal tunnel syndrome who is
substantially limited in performing
manual tasks compared to most...

Occupational Injury and
lliness Recording and

- Document Contents : ...nature of the
injury is a sprain, strain, tear, soreness,
hernia, carpal tunnel syndrome or other
similar type of injury to the soft tissue
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Reporting Requirements.
ACTION: Proposed rule;
announcement of public

meeting.

structures...

World Trade Center
Health Program:
Requirements for
Enrollment, Appeals,
Certification of Health
Conditions, and
Reimbursement

- Document Contents : ...2,603 Low
back pain.... 197 845 902 958

1,015 Carpal tunnel syndrome... 30 130
139 147 156 Other musculoskeletal
conditions. 424 1,820...

Control of Alcohol and
Drug Use: Coverage of
Maintenance of Way
Employees, Retrospective

Requlatory Review-Based

- Document Contents : ...to authorize
reasonable cause testing following
occupational illness cases

(e.g., carpal tunnel syndrome) and
casualties unconnected to the
movement of on-track equipment (e...
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Amendments

Control of Alcohol and
Drug Use: Coverage of
Maintenance of Way
Employees and
Retrospective Requlatory
Review-Based
Amendments

- Document Contents : ...225.5
definition of “"accident/incident” includes
occupational illnesses, such

as carpal tunnel syndrome, carbon
monoxide poisoning, noise-induced
hearing loss, and dust diseases of...

World Trade Center
Health Program

- Document Contents : ...11, 2003, such
health condition includes: (i) Low back

pain. (ii) Carpal tunnel syndrome (CTS).
(iif) Other musculoskeletal disorders. (2)
[Reserved]. (d) Cancers: (1) Malignant...

Buy America Waivers

- Document Contents : ...guns include the reduction of
repetitive stress workplace injuries, such

as carpal tunnel syndrome, and an increase in
production. These rebar tying guns use tie...
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Tracking of Workplace Injuries
and llinesses

- Document Contents : ...than “"hurt,” “pain,” or
“'sore." Examples: “strained back"; ““chemical burn,
hand"; ““carpal tunnel syndrome." What object or
substance directly harmed the employee? Examples:
““concrete floor...

Modernization of Poultry
Slaughter Inspection

- Document Contents : ...Medicine Center for Worker
Health, which reported a 59% prevalence

of carpal tunnel syndrome (CTS) symptoms among
Latino workers at selected poultry plants in North...

Implementation of the
Nondiscrimination and
Equal Opportunity
Provisions of the Workforce

Innovation and Opportunity
Act

- Document Contents : ...section, cervical
insufficiency, pregnancy-related anemia, pregnancy-
related sciatica, pregnancy-

related carpal tunnel syndrome, gestational diabetes,
nausea that can cause severe dehydration, abnormal
heart rhythms...

Ergonomics Program

- Document Contents : ...For example, a number of
employees have had multiple surgeries

for carpal tunnel syndrome (CTS). The expected
number of MSDs that will occur during a...

P960009-S219 approval

- Document Contents : ...mal convulsion . . 3 (2.7%) 4
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package Medtronic, Inc.
Medtronic DBS System for
Epilepsy Approved 4/27/2018
Posted to web: 5/3/2018

(3.6%) 4 (3.6%) Carpal tunnelsyndrome . . . 4 (3.6%)
4 (3.6%) Restless legs syndrome . 2 (1...

Equal Employment
Provisions of the
Americans with Disabilities
Act, as amended

- Document Contents : ...331 (6th Cir. 2002) (factory
worker laid off due to her carpaltunnel syndrome not
regarded as substantially limited in working because
her job of...

World Trade Center Health

Program: Amendments to
Definitions, Appeals, and
Other Requirements

- Document Contents : ...2003, such a health
condition includes: (i) Low back pain.

(i) Carpal tunnel syndrome (CTS). (iii) Other

musculoskeletal disorders. (2) [Reserved]. (d)
Cancers: (1) Malignant...

Tracking of Workplace
Injuries and lllnesses

- Document Contents : ...than ""hurt," “pain," or
“'sore." Examples: “strained back"; ““chemical burn,
hand"; ““carpal tunnel syndrome." What object or
substance directly harmed the employee? Examples:
““concrete floor...
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World Trade Center Health
Program: Requirements for
Enrollment, Appeals,
Certification of Health
Conditions, and
Reimbursement

- Document Contents : ...2,603 Low back pain.... 197
845 902 958 1,015 Carpal tunnel syndrome... 30 130
139 147 156 Other musculoskeletal conditions. 424
1,820...

mMm6050

- Document Contents : ...any other red, inflamed skin
rash?” §[ Adults were defined as

having carpal tunnel syndrome if they answered “yes”
to the following two questions: “Have you...

Allowing Bar-Type Cut
Turkey Operations To Use
J-Type Cut Maximum Line
Speeds

- Document Contents : ...hands, which is one of the
motions thought to lead to CarpalTunnel Syndrome.
Therefore, FSIS determined that the modified shackle
is ergonomically better than...

FSIS-2018-0014

- Document Contents : ...for Occupational Safety and
Health (NIOSH) that found high rates
of carpal tunnel syndrome among workers in the
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responsetocomments-
walvercriteria

poultry industry. One study found that 34...

Tracking of Workplace
Injuries and lllnesses

- Document Contents : ...than “hurt,” “pain,” or
“sore.” Examples: “strained back”; “chemical burn,
hand”; “carpal tunnel syndrome.” « What object or
substance directly harmed the employee? Examples:

“concrete floor...

P040024-S099 approval
package Galderma

L aboratories, L.P.
Restylane Lyft with
Lidocaine Approved

5/18/2018 Posted to web:

5/22/2018

- Document Contents : ...pain, pain in extremity, basal
cell carcinoma, pancreatic carcinoma, metastatic
carcinoma, carpal tunnel syndrome, abortion
spontaneous, depression, prostatitis, pulmonary
vascular disorder, dermatitis contact, rash, urticaria...

Ergonomics Program

- Document Contents : ...For example, a number of
employees have had multiple surgeries

for carpal tunnel syndrome (CTS). The expected
number of MSDs that will occur during a...
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https://www.regulations.gov/document?D=OSHA-2013-0023-2167
https://www.regulations.gov/document?D=FDA-2018-M-1970-0001
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- Document Contents : ...11, 2003, eligible

World Trade Center Health |feaee Sopend i () o back e
Program: Addition of New- | musculoskeletal disorders. See also 42 CFR 88.1...
Onset Chronic Obstructive
Pulmonary Disease and
WTC-Related Acute
Traumatic Injury to the List
of WTC-Related Health

Conditions

- Document Contents : ...us for a week and go out
: - permanently total disability

Trangcrlpt - Informal Public on carpaltunnel syndrome and arthritis in his arms.

Hearing on the Proposed So, those are the types of...

Rule on General Working
Conditions in Shipyard
Employment. Washington
DC. September 9, 2008.
Please see addendum-
transcript changes in
document id OSHA-S049-
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https://www.regulations.gov/document?D=OSHA-S049-2006-0675-0168
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https://www.regulations.gov/document?D=OSHA-S049-2006-0675-0168
https://www.regulations.gov/document?D=OSHA-S049-2006-0675-0168

Page 13 of 33 carpeltuneelsyrdnome regulations

2006-0675-0208

- Document Contents : ...says, "Let's purchase

ACCSH Meeting Transcript chickens where workers are at risk

Dec 9, 2010

for carpal tunnel syndrome." And so we have to raise
these issues and say, look...

Amendment of Americans

- Document Contents : ...as insufficient cervix or
uterine fibroids; and pregnancy-related anemia,

with Disabilities Act
Requlations to Implement
the Americans with
Disabilities Act
Amendments Act

sciatica, carpal tunnel syndrome, gestational diabetes,
nausea, abnormal heart rhythms, limited circulation, or
depression. See...

Changes to the Hospital
Inpatient Prospective
Payment Systems and
FY 2005 Rates CMS-
1428-P

- Document Contents : ...3, Acute chest syndrome
785.52, Septic...3 ... CRANIOTOMY AGE 0-17 . 1
Quintile 4. 6 ... CARPAL TUNNEL RELEASE ... 251
Quintile...



https://www.regulations.gov/document?D=OSHA-S049-2006-0675-0168
https://www.regulations.gov/document?D=OSHA-2010-0045-0002
https://www.regulations.gov/document?D=OSHA-2010-0045-0002
https://www.regulations.gov/document?D=OSHA-2010-0045-0002
https://www.regulations.gov/document?D=DOJ_FRDOC_0001-0182
https://www.regulations.gov/document?D=DOJ_FRDOC_0001-0182
https://www.regulations.gov/document?D=DOJ_FRDOC_0001-0182
https://www.regulations.gov/document?D=DOJ_FRDOC_0001-0182
https://www.regulations.gov/document?D=DOJ_FRDOC_0001-0182
https://www.regulations.gov/document?D=DOJ_FRDOC_0001-0182
https://www.regulations.gov/document?D=DOJ_FRDOC_0001-0182
https://www.regulations.gov/document?D=CMS-2010-0082-0001
https://www.regulations.gov/document?D=CMS-2010-0082-0001
https://www.regulations.gov/document?D=CMS-2010-0082-0001
https://www.regulations.gov/document?D=CMS-2010-0082-0001
https://www.regulations.gov/document?D=CMS-2010-0082-0001
https://www.regulations.gov/document?D=CMS-2010-0082-0001

Page 14 of 33 carpeltuneelsyrdnome regulations

Medicare Program:;
Proposed Changes to
the Hospital Inpatient
Prospective Payment
Systems and Fiscal
Year 2008 Rates

- Document Contents : ...site of service for some elective
procedures such as carpaltunnel release, cataract
extraction...0 (Central pain syndrome), 338.11 (Acute...

Changes to the Hospital

Inpatient Prospective
Payment Systems and

FY 2008 Rates

- Document Contents : ...site of service for some elective
procedures such as carpaltunnel release, cataract
extraction...0 (Central pain syndrome), 338.11 (Acute...

Medicaid Program:
Graduate Medical
Education

- Document Contents : ...the MS—DRG classification
system. Procedures such as

tonsillectomies, carpal tunnel release, and
cataract...Systemic Inflammatory

Response Syndrome (SIRS) codes, 995...

- Document Contents : ...the MS-DRG classification



https://www.regulations.gov/document?D=CMS-2007-0069-0001
https://www.regulations.gov/document?D=CMS-2007-0069-0001
https://www.regulations.gov/document?D=CMS-2007-0069-0001
https://www.regulations.gov/document?D=CMS-2007-0069-0001
https://www.regulations.gov/document?D=CMS-2007-0069-0001
https://www.regulations.gov/document?D=CMS-2007-0069-0001
https://www.regulations.gov/document?D=CMS-2007-0069-0001
https://www.regulations.gov/document?D=CMS-2010-0031-0001
https://www.regulations.gov/document?D=CMS-2010-0031-0001
https://www.regulations.gov/document?D=CMS-2010-0031-0001
https://www.regulations.gov/document?D=CMS-2010-0031-0001
https://www.regulations.gov/document?D=CMS-2010-0031-0001
https://www.regulations.gov/document?D=CMS-2007-0084-0001
https://www.regulations.gov/document?D=CMS-2007-0084-0001
https://www.regulations.gov/document?D=CMS-2007-0084-0001
https://www.regulations.gov/document?D=CMS-2007-0084-0001
https://www.regulations.gov/document?D=CMS-2007-0148-0001
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Medicare Program:
Changes to the Hospital

Inpatient Prospective
Payment Systems and
Fiscal Year 2008 Rates

system. Procedures such as
tonsillectomies, carpal tunnel release, and
cataract...Systemic Inflammatory
Response Syndrome (SIRS) codes, 995...

Changes to the Hospital

Inpatient Prospective
Payment Systems and
FY 2008 Rates

- Document Contents : ...the MS—DRG classification
system. Procedures such as

tonsillectomies, carpal tunnel release, and
cataract...Systemic Inflammatory

Response Syndrome (SIRS) codes, 995...

Medicare Program:
Payment Policies under
the Physician Fee
Schedule: Medicare
Advantage Pricing Data
Release; Medicare
Advantage and Part D

- Document Contents : ...or mucous membranes.
17250.... Application of chemical agent to excessive
wound tissue. 20526.... Injection of carpaltunnel.
20550.... Injections of tendon sheath...



https://www.regulations.gov/document?D=CMS-2007-0148-0001
https://www.regulations.gov/document?D=CMS-2007-0148-0001
https://www.regulations.gov/document?D=CMS-2007-0148-0001
https://www.regulations.gov/document?D=CMS-2007-0148-0001
https://www.regulations.gov/document?D=CMS-2007-0148-0001
https://www.regulations.gov/document?D=CMS-2010-0123-0001
https://www.regulations.gov/document?D=CMS-2010-0123-0001
https://www.regulations.gov/document?D=CMS-2010-0123-0001
https://www.regulations.gov/document?D=CMS-2010-0123-0001
https://www.regulations.gov/document?D=CMS-2010-0123-0001
https://www.regulations.gov/document?D=CMS-2016-0116-0006
https://www.regulations.gov/document?D=CMS-2016-0116-0006
https://www.regulations.gov/document?D=CMS-2016-0116-0006
https://www.regulations.gov/document?D=CMS-2016-0116-0006
https://www.regulations.gov/document?D=CMS-2016-0116-0006
https://www.regulations.gov/document?D=CMS-2016-0116-0006
https://www.regulations.gov/document?D=CMS-2016-0116-0006
https://www.regulations.gov/document?D=CMS-2016-0116-0006
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Medical Low Ratio Data
Release: etc.

Display version of 1654-P

- Document Contents : ...or mucous membranes 17250
Application of chemical agent to excessive wound tissue
20526 Injection of carpal tunnel 20550 Injections of
tendon sheath...

Premarket Approval
Response from FDA CDRH
to Abbott Diabetes Care

InC.

- Attachment Contents : ...report of gastroenteritis, one
report of emesis, one report of

worsening carpal tunnel syndrome bilateral , three
reports of headache, five reports of head cold, one...

251-FAERS Report

- Attachment Contents : ...Oral Axillary mass
LORAZEPAM C Unknown Trigger finger SYNTHROID C
Oral Carpal tunnel syndrome VALIUM C Oral as needed
Major depression HERBAL PREPARATIONS C
Unknown...

U.S. DOT/EMCSA -
Evidence Report - 2010
Update: Diabetes and
Commercial Motor Vehicle

Drive Safety

- Attachment Contents : ...sugar — include impaired
sensation or pain in the feet or

hands, carpal tunnel syndrome, and weakness of the
arms and legs. Almost 30 percent of...

Premarket Approval

- Attachment Contents : ...following: (a) a synovial
membrane biopsy sample obtained during surgery



https://www.regulations.gov/document?D=CMS-2016-0116-0006
https://www.regulations.gov/document?D=CMS-2016-0116-0006
https://www.regulations.gov/document?D=CMS-2016-0116-0001
https://www.regulations.gov/document?D=FDA-2018-M-2886-0001
https://www.regulations.gov/document?D=FDA-2018-M-2886-0001
https://www.regulations.gov/document?D=FDA-2018-M-2886-0001
https://www.regulations.gov/document?D=FDA-2018-M-2886-0001
https://www.regulations.gov/document?D=FDA-2016-N-3118-0362
https://www.regulations.gov/document?D=FDA-2016-N-3118-0362
https://www.regulations.gov/document?D=FMCSA-2005-23151-1378
https://www.regulations.gov/document?D=FMCSA-2005-23151-1378
https://www.regulations.gov/document?D=FMCSA-2005-23151-1378
https://www.regulations.gov/document?D=FMCSA-2005-23151-1378
https://www.regulations.gov/document?D=FMCSA-2005-23151-1378
https://www.regulations.gov/document?D=FDA-2015-M-0909-0001
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Response from FDA CDRH
to Kaneka Pharma America,

LLC Kaneka Lixelle® [32-
microglobulin Apheresis

Column

for carpal tunnel syndrome, (b) immuno-histochemically
demonstrated deposition of B2m amyloid fibrils, or (c...

Patent Extension
Application for
ONPATTRO Patent No.

8,741,866

- Attachment Contents : ...Familial amyloidatit neuropaity
(FAP) Early: Impotence Sensorknotor Pc4rouroilathY of
the *Is Carpal tunnel syndrome Autonomic ttysfunction
tonstOtittaVdtarrhea Late,: Cardlemympathy Vitreots
opacities Nephropaihy Y284t Lit H...

Premarket Approval
Response from FDA CDRH
to W.L. Gore & Associates,

IncC.

- Attachment Contents : ...4%) - 1 (0.4%) Ataxia - 1
(0.4%) 1 (0.4%) Carpal tunnelsyndrome 1 (0.4%) - 1
(0.4%) Haemorrhage intracranial - 1 (0.4...

Premarket Approval
Response from CDRH to
Medtronic Sofamor Danek
USA, Inc. Prestige® LP

Cervical Disc, P090029.

- Attachment Contents : ...possible nerve impingement at
both levels, C5 right mononeuropathy consistent

with carpal tunnel syndrome 60 Months (1672 days) C4-
C5 anterior cervical discectomy and fusion...



https://www.regulations.gov/document?D=FDA-2015-M-0909-0001
https://www.regulations.gov/document?D=FDA-2015-M-0909-0001
https://www.regulations.gov/document?D=FDA-2015-M-0909-0001
https://www.regulations.gov/document?D=FDA-2015-M-0909-0001
https://www.regulations.gov/document?D=FDA-2015-M-0909-0001
https://www.regulations.gov/document?D=FDA-2019-E-1075-0002
https://www.regulations.gov/document?D=FDA-2019-E-1075-0002
https://www.regulations.gov/document?D=FDA-2019-E-1075-0002
https://www.regulations.gov/document?D=FDA-2019-E-1075-0002
https://www.regulations.gov/document?D=FDA-2019-E-1075-0002
https://www.regulations.gov/document?D=FDA-2018-M-4205-0001
https://www.regulations.gov/document?D=FDA-2018-M-4205-0001
https://www.regulations.gov/document?D=FDA-2018-M-4205-0001
https://www.regulations.gov/document?D=FDA-2018-M-4205-0001
https://www.regulations.gov/document?D=FDA-2014-M-1113-0001
https://www.regulations.gov/document?D=FDA-2014-M-1113-0001
https://www.regulations.gov/document?D=FDA-2014-M-1113-0001
https://www.regulations.gov/document?D=FDA-2014-M-1113-0001
https://www.regulations.gov/document?D=FDA-2014-M-1113-0001
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Flight Facilities, Inc.
Exemption/Rulemaking

- Attachment Contents : ...few hours. Follow these
instructions to avoid problems such as

tendinitis, carpal tunnel syndrome, skin irritation or
eyestrain; avoid excessive play. It is recommended that...

Lupin Pharmaceuticals,

Inc. - Citizen Petition

- Attachment Contents : ...headedfeeling, migraine.
Infrequent: tremor, vertigo, restless legs, shaking,
twitching, dysequilibrium, tics, carpal tunnel syndrome,
muscle contractions involuntary, sluggishness,
coordination abnormal, faintness, hyperreflexia, muscular
tone increased...

Premarket Approval
Response from FDA
CDRH to Lutonix
Lutonix® 035 Drug
Coated Balloon PTA

Catheter

- Attachment Contents : ...4) Paraplegia/ paraperesis
0.3% (2) Stroke - Unknown 0.1%

(1) Carpal tunnel syndrome 0.1% (1) Respiratory
Bronchitis 0.1% (1) Carcinoma 0.6...

Patent Extension
Application for

- Attachment Contents : ...Familial amyloidotic
neuropathy (FAP) Early: Impotence Sensorimotor
polyneuropathy of the

legs Carpal tunnel syndrome Autonomic dysfunction



https://www.regulations.gov/document?D=FAA-2016-7444-0001
https://www.regulations.gov/document?D=FAA-2016-7444-0001
https://www.regulations.gov/document?D=FDA-2008-P-0216-0001
https://www.regulations.gov/document?D=FDA-2008-P-0216-0001
https://www.regulations.gov/document?D=FDA-2008-P-0216-0001
https://www.regulations.gov/document?D=FDA-2017-M-0831-0001
https://www.regulations.gov/document?D=FDA-2017-M-0831-0001
https://www.regulations.gov/document?D=FDA-2017-M-0831-0001
https://www.regulations.gov/document?D=FDA-2017-M-0831-0001
https://www.regulations.gov/document?D=FDA-2017-M-0831-0001
https://www.regulations.gov/document?D=FDA-2017-M-0831-0001
https://www.regulations.gov/document?D=FDA-2017-M-0831-0001
https://www.regulations.gov/document?D=FDA-2019-E-1069-0002
https://www.regulations.gov/document?D=FDA-2019-E-1069-0002
https://www.regulations.gov/document?D=FDA-2019-E-1069-0002
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ONPATTRO Patent No.
8,168,775

Constipation/diarrhea Late: Cardiomyopathy Vitreous
opacities Nephropathy V28M L58H...

Premarket Approval
Response from FDA
CDRH to ev3, Inc.,
EverFlex Self-Expanding

Peripheral Stent
System

- Attachment Contents : ...3/31) [3] 16.1% (5/31) [5]
Nervous system disorders (Carpaltunnel syndrome,

Cerebrovascular accident, Transient ischaemic attack)
0.0% (0/31) [0] 6...

Safety and Effectiveness of
Consumer Antiseptics;
Topical Antimicrobial Drug
Products for Over-the-
Counter Human Use;
Proposed Amendment of the
Tentative Final Monograph;
Reopening of Administrative

Record

- Attachment Contents : ...salicylic acid. They are: 1) Salicylicism, 2)
Reproductive Toxicity and 3) Reyes Syndrome. These will be addressed both
generally and in relation to the salicylic...



https://www.regulations.gov/document?D=FDA-2019-E-1069-0002
https://www.regulations.gov/document?D=FDA-2019-E-1069-0002
https://www.regulations.gov/document?D=FDA-2014-M-1599-0001
https://www.regulations.gov/document?D=FDA-2014-M-1599-0001
https://www.regulations.gov/document?D=FDA-2014-M-1599-0001
https://www.regulations.gov/document?D=FDA-2014-M-1599-0001
https://www.regulations.gov/document?D=FDA-2014-M-1599-0001
https://www.regulations.gov/document?D=FDA-2014-M-1599-0001
https://www.regulations.gov/document?D=FDA-2014-M-1599-0001
https://www.regulations.gov/document?D=FDA-1975-N-0012-0317
https://www.regulations.gov/document?D=FDA-1975-N-0012-0317
https://www.regulations.gov/document?D=FDA-1975-N-0012-0317
https://www.regulations.gov/document?D=FDA-1975-N-0012-0317
https://www.regulations.gov/document?D=FDA-1975-N-0012-0317
https://www.regulations.gov/document?D=FDA-1975-N-0012-0317
https://www.regulations.gov/document?D=FDA-1975-N-0012-0317
https://www.regulations.gov/document?D=FDA-1975-N-0012-0317
https://www.regulations.gov/document?D=FDA-1975-N-0012-0317
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- Document Contents : ...0.0 0.0 6... No.. No. 01
SURG... Carpal Tunnel Release 0.7910...6519 . ..

Medicare Program; Respiratory Distress Syndrome, Neonate. 387. No...

Hospital Inpatient
Prospective Payment
Systems and Fiscal Year
2007 Rates: Final Fiscal
Year 2007 Wage Indices
and Payment Rates
After Application of
Revised Occupational
Mix Adjustment to Wage
Index

- Document Contents : ...Modifier 25 HCPCS Long

: - Descriptor 11755 Biopsy of finger or toe nail 20526
Display version of 1654- Injection of carpal tunnel 20551 Injections of tendon
F attachment...

- Document Contents : ...Modifier 25 -----=mmmmmmmmmmmeeeeee

- e HCPCS Long
Medicare Program: S

Revisions to Payment |- 11755. Biopsy of finger or toe nail. 20526.



https://www.regulations.gov/document?D=CMS-2006-0184-0001
https://www.regulations.gov/document?D=CMS-2006-0184-0001
https://www.regulations.gov/document?D=CMS-2006-0184-0001
https://www.regulations.gov/document?D=CMS-2006-0184-0001
https://www.regulations.gov/document?D=CMS-2006-0184-0001
https://www.regulations.gov/document?D=CMS-2006-0184-0001
https://www.regulations.gov/document?D=CMS-2006-0184-0001
https://www.regulations.gov/document?D=CMS-2006-0184-0001
https://www.regulations.gov/document?D=CMS-2006-0184-0001
https://www.regulations.gov/document?D=CMS-2006-0184-0001
https://www.regulations.gov/document?D=CMS-2006-0184-0001
https://www.regulations.gov/document?D=CMS-2006-0184-0001
https://www.regulations.gov/document?D=CMS-2016-0116-5956
https://www.regulations.gov/document?D=CMS-2016-0116-5956
https://www.regulations.gov/document?D=CMS-2016-0116-5956
https://www.regulations.gov/document?D=CMS-2016-0116-5957
https://www.regulations.gov/document?D=CMS-2016-0116-5957
https://www.regulations.gov/document?D=CMS-2016-0116-5957
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Policies under the
Physician Fee Schedule
and Other Revisions to
Part B for CY 2017:
Medicare Advantage Bid

Pricing Data Release:
Medicare Advantage
and Part D Medical Loss

Ratio Data Release:
Medicare Advantage
Provider Network
Requirements:
Expansion of Medicare
Diabetes Prevention
Program Model:
Medicare Shared
Savings Program
Requirements

Injection of carpal tunnel. 20551. Injections of tendon
attachment...

- Document Contents : ...in the fingers and toes, bone
death, skin ulcers, and carpal or tarsal tunnel syndrome.



https://www.regulations.gov/document?D=CMS-2016-0116-5957
https://www.regulations.gov/document?D=CMS-2016-0116-5957
https://www.regulations.gov/document?D=CMS-2016-0116-5957
https://www.regulations.gov/document?D=CMS-2016-0116-5957
https://www.regulations.gov/document?D=CMS-2016-0116-5957
https://www.regulations.gov/document?D=CMS-2016-0116-5957
https://www.regulations.gov/document?D=CMS-2016-0116-5957
https://www.regulations.gov/document?D=CMS-2016-0116-5957
https://www.regulations.gov/document?D=CMS-2016-0116-5957
https://www.regulations.gov/document?D=CMS-2016-0116-5957
https://www.regulations.gov/document?D=CMS-2016-0116-5957
https://www.regulations.gov/document?D=CMS-2016-0116-5957
https://www.regulations.gov/document?D=CMS-2016-0116-5957
https://www.regulations.gov/document?D=CMS-2016-0116-5957
https://www.regulations.gov/document?D=CMS-2016-0116-5957
https://www.regulations.gov/document?D=CMS-2016-0116-5957
https://www.regulations.gov/document?D=CMS-2016-0116-5957
https://www.regulations.gov/document?D=CMS-2016-0116-5957
https://www.regulations.gov/document?D=VA-2019-VBA-0022-0001
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AQG67 - Proposed Rule -
Schedule for Rating
Disablilities: The
Cardiovascular System

Id. at 24-25. VA proposes to include these updated...

Premarket Approval
Response from FDA CDRH
to Micro Therapeutics, Inc.

d/b/a ev3 Neurovascular

- Attachment Contents : ...0 .7%) 1 (0 .7%) 1 (0 .7%) 1 (O
.7%) Carpal tunnel syndrome 0 (0 .0%) 0 (0 .0%) 1 (O
.7%) 1 (0...

Cyanotech Corporation -
BioAstin® Natural
Astaxanthin - BioAstin
support the body's normal
Inflammatory response after

strenuous exercise

- Attachment Contents : ...reduce the pain associated
with inflammatory conditions such as rheumatoid
arthritis, carpal tunnel syndrome, and tennis elbow.
Finally, oral consumption ofastaxanthin has been shown
to...

Patent Extension Application

from Knobbe Martens Olson
& Bear, LLP (on behalf of

Cartiva, Inc)

- Attachment Contents : ...NERVOUS SYSTEM
DISORDERS 553.3% 21

2.0% Carpaltunnel syndrome 1 1 0.7% 0 0 0.0%
Dysaesthesia 0 O...



https://www.regulations.gov/document?D=VA-2019-VBA-0022-0001
https://www.regulations.gov/document?D=VA-2019-VBA-0022-0001
https://www.regulations.gov/document?D=VA-2019-VBA-0022-0001
https://www.regulations.gov/document?D=VA-2019-VBA-0022-0001
https://www.regulations.gov/document?D=FDA-2018-M-4779-0001
https://www.regulations.gov/document?D=FDA-2018-M-4779-0001
https://www.regulations.gov/document?D=FDA-2018-M-4779-0001
https://www.regulations.gov/document?D=FDA-2018-M-4779-0001
https://www.regulations.gov/document?D=FDA-2015-S-0024-0441
https://www.regulations.gov/document?D=FDA-2015-S-0024-0441
https://www.regulations.gov/document?D=FDA-2015-S-0024-0441
https://www.regulations.gov/document?D=FDA-2015-S-0024-0441
https://www.regulations.gov/document?D=FDA-2015-S-0024-0441
https://www.regulations.gov/document?D=FDA-2015-S-0024-0441
https://www.regulations.gov/document?D=FDA-2018-E-4404-0002
https://www.regulations.gov/document?D=FDA-2018-E-4404-0002
https://www.regulations.gov/document?D=FDA-2018-E-4404-0002
https://www.regulations.gov/document?D=FDA-2018-E-4404-0002
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- Attachment Contents : ...mimic other, more common

- diagnoses such as neuropathy, spinal disease,
Guidance for Industrv and carpal tunnel syndrome. General practitioners not
from The ALS familiar with ALS may want to rule out...

Association

- Attachment Contents : ...reduce the pain associated
- with inflammatory conditions such as rheumatoid

Cyanotech Co__rporatlon arthritis, carpal tunnel syndrome, and tennis elbow.

(Nutrex Hawaii, Inc. Finally, oral consumption of astaxanthin has been

BioAstin shown...
Supplements)

- Attachment Contents : ...disorder 2 1.1% (2/182) 1

0.5% (1/182) Carpal tunnelsyndrome 0 0.0% (0/182) 1
Premarket Approval 0.5% (1/182) Cerebral...

Response from FDA
CDRH to Stryker

Neurovascular

Teratechnologies, Inc. - Attachment Contents : ...resulting in a variety of

adverse reactions (e.g. edema,
(Merchant & Gould P.C.) - arhralgia, carpal tunnel syndrome) which are either

Patent Extension transient or resolve with discontinuation of treatment. 5...



https://www.regulations.gov/document?D=FDA-2017-D-6503-0001
https://www.regulations.gov/document?D=FDA-2017-D-6503-0001
https://www.regulations.gov/document?D=FDA-2017-D-6503-0001
https://www.regulations.gov/document?D=FDA-2017-D-6503-0001
https://www.regulations.gov/document?D=FDA-2011-S-0932-1097
https://www.regulations.gov/document?D=FDA-2011-S-0932-1097
https://www.regulations.gov/document?D=FDA-2011-S-0932-1097
https://www.regulations.gov/document?D=FDA-2011-S-0932-1097
https://www.regulations.gov/document?D=FDA-2011-S-0932-1097
https://www.regulations.gov/document?D=FDA-2019-M-2408-0001
https://www.regulations.gov/document?D=FDA-2019-M-2408-0001
https://www.regulations.gov/document?D=FDA-2019-M-2408-0001
https://www.regulations.gov/document?D=FDA-2019-M-2408-0001
https://www.regulations.gov/document?D=FDA-2019-M-2408-0001
https://www.regulations.gov/document?D=FDA-2011-E-0153-0001
https://www.regulations.gov/document?D=FDA-2011-E-0153-0001
https://www.regulations.gov/document?D=FDA-2011-E-0153-0001
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Application

Premarket Approval
Response from FDA
CDRH to Sequent

Medical, Inc.

- Attachment Contents : ...Disorders Aphasia 1/150
(0.67) (0.02, 3.66) 1 Carpal TunnelSyndrome 1/150
(0.67) (0.02, 3.66) 1 Cerebrovascular Disorder...

Premarket Approval
Response from FDA
CDRH to Calderma
L aboratories, L.P.,
Restylane Lyft with

Lidocaine

- Attachment Contents : ...pain, pain in extremity, basal
cell carcinoma, pancreatic carcinoma, metastatic
carcinoma, carpal tunnel syndrome, abortion
spontaneous, depression, prostatitis, pulmonary vascular
disorder, dermatitis contact, rash, urticaria...

251-FAERS Report

- Attachment Contents : ...Oral Axillary mass
LORAZEPAM C Unknown Trigger finger SYNTHROID C
Oral Carpal tunnel syndrome VALIUM C Oral as needed
Major depression HERBAL PREPARATIONS C
Unknown...



https://www.regulations.gov/document?D=FDA-2011-E-0153-0001
https://www.regulations.gov/document?D=FDA-2019-M-0027-0001
https://www.regulations.gov/document?D=FDA-2019-M-0027-0001
https://www.regulations.gov/document?D=FDA-2019-M-0027-0001
https://www.regulations.gov/document?D=FDA-2019-M-0027-0001
https://www.regulations.gov/document?D=FDA-2019-M-0027-0001
https://www.regulations.gov/document?D=FDA-2015-M-2634-0001
https://www.regulations.gov/document?D=FDA-2015-M-2634-0001
https://www.regulations.gov/document?D=FDA-2015-M-2634-0001
https://www.regulations.gov/document?D=FDA-2015-M-2634-0001
https://www.regulations.gov/document?D=FDA-2015-M-2634-0001
https://www.regulations.gov/document?D=FDA-2015-M-2634-0001
https://www.regulations.gov/document?D=FDA-2015-M-2634-0001
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https://www.regulations.gov/document?D=FDA-2016-N-3120-0359
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Premarket Approval
Response from FDA
CDRH to Medtronic,

Inc.

- Attachment Contents : ...8% (2/111) 1.8% (4/220) 1.8%
(2/111) CARPAL TUNNELSYNDROME 0.0% (0/220)
0.0% (0/111) 0.0% (O...

Patent Extension
Application from Knobbe

Martens, Olson & Bear
LLP (on behalf of lonis
Pharmaceuticals,

Inc)

- Attachment Contents : ...Connective tissue deposits of
amyloid in the wrist 45 may

cause carpal tunnel syndrome. Amyloid deposits in spi-
nal blood vessels and surrounding structures cause...

Medtronic Sofamor Danek -
Premarket Approval

Application

- Attachment Contents : ...2 Carpal Tunnel 0001302
131212012 (50)4 (1.8) Syndrome . 12 4...

Thomas Earl Iradi -

- Attachment Contents : ...few hours. Follow these
instructions to avoid problems such as
tendinitis, carpal tunnel syndrome, skin irritation or
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Exemption/Rulemaking

eyestrain; avoid excessive play. It is recommended
that...

Premarket Approval of
NeuroPace, Inc. RNS®

System, P100026

- Attachment Contents : ...0.5% (1) -- Brain oedema
0.5% (1) 0.5% (1) ..Carpaltunnel syndrome 0.5% (1)
..0.5% (1) Disorientation 0.5% (1) .0...

Guidance for Industry, AL
Amyloidosis — Developing

Drugs for Treatment

- Attachment Contents :
...Inlcardiac!arrhythmias!and!orthostatic!hypotension,!
gastrointestinal!problems!including!intractable!diarrhea
,lcarpal'tunnel!'syndrome!symptoms,!and!feet/leg!
neuropathic!pain.!Onelpatient!described,!“I'have...

Bruce C. Dozier - Petition
for Exemption

- Attachment Contents : ...few hours. Follow these
instructions to avoid problems such as

tendinitis, carpal tunnel syndrome, skin irritation or
eyestrain; ../ avoid excessive play. It is recommended
that...

Premarket Approval (PMA)
for Revo MRI SureScan Pacing

System

- Attachment Contents : ...Urethral stenosis 0 2 2 Acute
coronary syndrome 11 2 Aortic stenosis 1 1 2 Carpal tunnel syndrome 1 1 2
Headache 11...
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https://www.regulations.gov/document?D=FDA-2013-M-1488-0001
https://www.regulations.gov/document?D=FDA-2013-M-1488-0001
https://www.regulations.gov/document?D=FDA-2017-D-0559-0001
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- Attachment Contents : ...pain conditions, such as

- - painful idiopathic sensory polyneuropathy, complex
Nommatlc_m from_ o regional pain syndrome, carpal tunnel syndrome
Outsourcing Facilities sequelae, postsurgical and posttraumatic pain. Quality

Association of life markedly improved...

- Attachment Contents : ...AEs of Trauma. Upper
Extremity Nerve Entrapment All reported AEs
Premarket ApprovaI_Of of Carpal Tunnel Syndrome and Cubital Tunnel
Mobi-C® Cervical Disc Syndrome, including AEs directly attributed to Carpal

Prosthesis, P110009 Tunnel...

- Attachment Contents : ...few hours. Follow these

- instructions to avoid problems such as
NJ Mobile Health Care, tendinitis, carpal tunnel syndrome, skin irritation or

LLC - eyestrain; ./ avoid excessive play. It is recommended
Exemption/Rulemaking that...

graft dysfunction Nervous System Carpal tunnel syndrome, cerebral
Amendment
- Attachment Contents : ..NERVOUS SYSTEM DISORDERS 553.3% 2 1

A scen d L ab orat Ori es. LLC _ - Attachment Contents : ...jittery, hot flushes, multi-organ failure, primary
infarction, hemiparesis, leukoencephalopathy, mental disorder, mutism,
posterior reversible encephalopathy syndrome...

Premarket Approval Response 2.0% Carpaltunnel syndrome 1 1 0.7% 0 0 0.0% Dysaesthesia 0 0...

from FDA CDRH to Cartiva,
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https://www.regulations.gov/document?D=FAA-2016-6241-0001
https://www.regulations.gov/document?D=FAA-2016-6241-0001
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Inc., Cartiva Synthetic

Cartilage Implant

Nomination from QOutsourcing

Facilities Association

- Attachment Contents : ...about 50% of patients.1,2
Furthermore, compression neuropathies, such

as carpal tunnel syndrome and ulnar nerve
neuropathy, also are fre-quently seen in patients...

Premarket Approval
Response from FDA CDRH
to Spinal Modulation Axium

Neurostimulator System

- Attachment Contents : ...Complex Regional
Pain Syndrome (CRPS) types I...0 (0.0) 1 1 (1.3)
Upper Extremities / Carpal tunnel 0 0 (O...

Premarket Approval
Response from FDA
CDRH to St. Jude
Medical Brio
Neurostimulation

System

- Attachment Contents : ...limbs) e Restless

leg syndrome e Disequilibrium e Postural
instability...fatigue, hospitalization to rule out stroke,
wrist surgery (2), carpal tunnel, coughing, dermatitis,
phlebitis...

Premarket Approval
Response from FDA CDRH

to Abbot Medical, Inc.

- Attachment Contents : ...disequilibrium - Restless
leg syndrome - Supranuclear gaze palsy...fatigue,
hospitalization to rule out stroke, wrist surgery

[2], carpal tunnel, coughing, dermatitis, phlebitis...
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Minimum Clinically
Important Difference,
Qutcome Metric In
Orthopaedic Device,
November 27, 2012 -

Transcript

- Attachment Contents :

...well, there are syndromes, you know, where...But the
se were developed based on shoulder impingement an
d carpal tunnel surgery results. So...

DA/CDER to State of

Connecticut

- Attachment Contents : ...unknown. Stevens-
Johnson Syndrome and Toxic Epidermal...acute renal
failure, amenorrhea, aphthous stomatitis, bile duct
obstruction, carpal tunnel, chronic myelogenous
leukemia...

Patent Extension
Application from Knobbe

Martens, Olson & Bear
LLP (on behalf of lonis
Pharmaceuticals,

Inc.)

- Attachment Contents : ...emptying. Connective tissue
deposits of amyloid in the wrist may

cause carpal tunnel syndrome. Amyloid deposits in
spi- nal blood vessels and surrounding structures
cause...



https://www.regulations.gov/document?D=FDA-2012-N-1075-0002
https://www.regulations.gov/document?D=FDA-2012-N-1075-0002
https://www.regulations.gov/document?D=FDA-2012-N-1075-0002
https://www.regulations.gov/document?D=FDA-2012-N-1075-0002
https://www.regulations.gov/document?D=FDA-2012-N-1075-0002
https://www.regulations.gov/document?D=FDA-2012-N-1075-0002
https://www.regulations.gov/document?D=FDA-2012-N-1075-0002
https://www.regulations.gov/document?D=FDA-2005-P-0004-0047
https://www.regulations.gov/document?D=FDA-2005-P-0004-0047
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Patent Extension
Application for
ONPATTRO Patent No.

9,234,196

- Attachment Contents : ...TTR) Familial amyloidotic
neuropathy (FAP) Early: Impotence Sensorimotor
polyneuropathy ofthe

legs Carpal tunnel syndrome Autonomic dysfunction
Constipation/diarrhea Late: Cardiomyopathy Vitreous
opacities Nephropathy V28M t...

December 18, 2008 - Hearing
Transcript on Proposed
Amendments to Title 49 Code
of Federal Regulations Part
225 Accident Incident

Reporting

- Attachment Contents : ...2 extensively studied. An employee claims she has
work- 3 related carpal tunnel syndrome since she feels pain or 4 numbness
while typing at the...

U.S. DOT/FRA - FRA
Guide for Preparing
Accindent/Incident

Reports

- Attachment Contents : ...motor vehicle accidents, or
other similar accidents. Examples of MSDs

include: carpal tunnel syndrome, rotator cuff
syndrome, De Quervain’s disease, trigger finger, tarsal
tunnel...

Report 447 - Propharma, Inc.

- ['Serenitas]

- Attachment Contents : ...pain, bedsores, bladder
disorders, blood purification, bruises, burns, cancer,
canker sores, carpal tunnel syndrome, catarrh, chicken
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poX, ~nstipation,contact dermatitis, convulsions,
cough, Crohn's disease...

Citizen Petition Denial
from CDRH

- Attachment Contents : ...a licensed practitioner who
manufactures a surgical instrument that accommodates
her carpal tunnel syndrome to allow her to more
comfortably treat her patients, which is...

Orgenus Pharma, Inc. -
Citizen Petition

- Attachment Contents : ...and are not described
elsewhere in labeling: atrioventricular block, bone
fracture, carpal tunnel syndrome , 13 ~ cerebral infarction,
chest pain, claudication, colitis, dyskinesia, dysphagia,
gastritis, gastroesophageal...

LLachman Consultant
Services, Inc. - Citizen

Petition

- Attachment Contents : ...patient and are not described elsewhere in labeling:
acne, bone fracture, carpal tunnel syndrome, claudication, hyperlipidemia,
impotence, otitis media, thrombocytopenia. Approval Labeling Text NDA 21...

ral for Aesculap Implant
tivL® Artificial Disc

- Attachment Contents : ...numbness or tingling,
restlessness or agitation, seizure, tremor, vertigo or
dizziness, carpal tunnel syndrome, peripheral neuropathy,
upper extremity motor deficit, upper extremity sensory
deficit Pain...

Premarket Approval Mobi-

C® Cervical Prosthesis

- Attachment Contents : ...AEs of Trauma. Upper
Extremity Nerve Entrapment All reported AEs

of Carpal Tunnel Syndrome and Cubital Tunnel
Syndrome, including AEs directly attributed to Carpal
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P110002

Tunnel...

Premarket Approval
Package for P160050,
Intrinsic Therapeutics,
Barricaid® Anular Closure

Device (ACE), Approved
2/8/2019

- Attachment Contents : ...Neurological - Non-
Lumbar/Lower Extremity Includes peripheral nerve
entrapment such as: carpal tunnel syndrome, cubital
syndrome; peripheral neuropathy, loss of bowel and
bladder control, cervical...

Premarket Approval
Package for P160050,
Intrinsic Therapeutics,
Barricaid® Anular Closure

Device (ACE), Approved
2/8/2019

- Attachment Contents : ...Neurological - Non-
Lumbar/Lower Extremity Includes peripheral nerve
entrapment such as: carpal tunnel syndrome, cubital
syndrome; peripheral neuropathy, loss of bowel and
bladder control, cervical...



https://www.regulations.gov/document?D=FDA-2013-M-0987-0001
https://www.regulations.gov/document?D=FDA-2019-M-0802-0001
https://www.regulations.gov/document?D=FDA-2019-M-0802-0001
https://www.regulations.gov/document?D=FDA-2019-M-0802-0001
https://www.regulations.gov/document?D=FDA-2019-M-0802-0001
https://www.regulations.gov/document?D=FDA-2019-M-0802-0001
https://www.regulations.gov/document?D=FDA-2019-M-0802-0001
https://www.regulations.gov/document?D=FDA-2019-M-0802-0001
https://www.regulations.gov/document?D=FDA-2019-M-0802-0001
https://www.regulations.gov/document?D=FDA-2019-M-0802-0001
https://www.regulations.gov/document?D=FDA-2019-M-0802-0001
https://www.regulations.gov/document?D=FDA-2019-M-0802-0001
https://www.regulations.gov/document?D=FDA-2019-M-0802-0001

Page 33 of 33 carpeltuneelsyrdnome regulations




