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From: Joel . Sigler@kp.org

Sent: Thursday, September 20, 2007 8.29 PM

To: NIOSH Docket Office (CDC)

Cc: Erica.Stewart@kp.org; Donald.R.Kaplan@kp.org
Subject: Fw: Kaiser Permanente comment on NIOSH haz drug list

Attachments: NIOSH BCG comment submission.xls

Attached please find our comments regarding Appendix A of the NIOSH Hazardous Drug Alert.

We appreciate the opportunity to submit our comments.
Please do nc;t hesitate to contact me if you have any questions.

-Joel

Joel Sigler

Manager

NEH&S Eastern Hub
301-816-6225 (office)
301-509-9893 (cell)

10/15/2007



Drugs to Review 2006 Docket #NIOSH-105
Affiliation : Kaiser Permanente
I

Proprietary Name | Established Name

Abilify aripiprazole
Alimta ~_|pemelrexed
Amevive ~|alafacept
_|lubiprostone
\ . ~ |apomorphine HCI
Arrancn __|nelarabine
Avastn _  |bevacizumab
Azilect rasagiline mesylate
Bacillus Calmette-
Guerin
Baraciude
Chantix i
Clolar |clofarabine i
Cordarone ~_lamidarone HCI
Dacogen _ |decitibine
Depacone valproate Na
Depakene _ |valproic acid
Depakote divalproex Na
Depo-Provera** _ |medroxyprogesterone acetale
Elide " |pimecrolimus
Erbitux __icetuximab
Geodon ~|ziprasidone
Gleevec . imatinib mesylale
Hivid _ |zalcitibine
Hycamtin _ |topotecan HCi
Increlex  __|mecasermin (rDNA origin)
Kepivance palifermin
Leustatin ~ [cladrabine
Lunesta . 2
Lyrica i pregagalin

Metastron strontium-89 chloride

Reviewer : Erica Stewart, CIH; Joel Sigler; Donald Kaplan, PharmD

yes

4

1

ISR

-

New FDA Drugs and Warnings Fitting NIOSH Criteria For Hazardous Drugs
“DA Drugs and N eria For Hazardous Drt

No

|

|
_{Comments

|

i
_mosa reviews to: niocindocket@cdc.gov

'BGG is a live virus that represents a potential biological hazard during preparation. While BCG is an infection risk, it does not represent health
concerns consistent with other hazardous drugs in Appendix A (carcinogen, teratogen, reproductive, toxicity).

Based on cross-contamination concerns, manufacturer recommendations advise that BCG should not be prepared in the same areas where
parenteral drugs are prepared. Current industry practice is to prepare live viruses, bacleria, and other organisms in areas segregated from
chematherapeutic drug preparation lo prevent cross contamination.

Safe BCG preparalion requires controls appropriate for a biological hazard. Recommended contrals in the NIOSH Alert do not effectively address
cross contamination risks of preparing five viruses in the same area as other drugs. Overall, we recommend that BCG be removed from Appendix
A based on: the risk of cross contamination and the need to segregate BCG from cther drugs currently on the list during preparation; the biological
health hazard risk that is not consistent with the types of health risks of other drugs currently on the list.
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Reviewer : Erica Stewart, GIH; Joel Sigler; Donald Kaplan, PharmD

Affiliation : Kaiser Permanente
|

Proprietary Name  |Established Name

o e [
d Warnings Fitling NIOSH Criteria For Hazardous Drugs

New FDA Drugs an

Mycamine | ) ?.;nchsm.__._ sodium
Myozyme rm_m_:gmammm alfa i
Nexavar - |sorafenib ;
Orencia_ _mcm—moog . |
Paxil  _ Tmaxmgznto_ | !
Pentetate Calcium | : !
Trisodium_ o : )
Photofrin _ _iporfimer sodium | :
Provera** | kanaax%ﬂommmﬁazm acetate | . ;
Quadramet jsamarium 153 lexidronam_ | '
Rapamune ﬁ:o____.:cm o i
Reviimid lenalidomide _ i ;
Risperdal Consta** _ |risperdone | ” o
Risperdal** risperidone B : :
Riwan  _ _|dituximab | m
Rozerem _ _  |ramelteon i i
Seroquel |quetiapine fumerate o _ |
Spiriva Handihaler  |titropium bromide 1
Sprycel ____ |dasatinib -~ | .. + -
Sustva __ |efavirenz S SO ! I
Sutent sunitinib malate i o i
Torceva ___|erotinib HCI o i
Tindamax ______jtinidezole _ ) ,
Tracleer____ |bosentan . ‘ i( -
Trileptal __|oxcarbazepine S o
Tygacil ____|tigeycline [ , -
i _ |natalizumab ; a o
Iportizomib B ! : i
|azacitidine ] w
nevirapine : o
_ [tenofovir__ ) N B v B
|trypanblue oz
ofinza __ |vorinostat ‘ L
Zonegran__ ___ |zonisamide - | [

New FDA Drugs and Warnings Not Fitting NIOSH Criteria For Hazardous Drugs

i
|
|Send reviews to: niocindocket@cdc.gov

Comments

L [ - -

Actoplus Met pioglitazone HCY  metraformin ﬁ | H ‘
o ~ |Hal 4_ ! ‘ ‘ o ‘
Actos {pioglitazone HCI | 7 #
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Affiliation : Kaiser Permanente

Reviewer : Erica Stewart, CIH; Joel Sigler; Donald Kaplan, PharmD

T.‘m:n reviews to: niocindocket@cdc.gov

| |
I
i
Should this Drug be W
Included in the NIOSH
Proprietary Name | Established Name _ |Comments - .
. e . yes R ho el . IR o
New FDA Drugs and Warnings Fitting NIOSH Criteria For Hazardous Drugs i o
Adderall ~_|amphetamines : i i o . .
Amphadase** hyaluronidase i ;
Apidra linsulin glulisine :
Aptivus tipranivir i
Aranesp darbepoetin alfa : ‘_ o
. rosiglitazone maleate/ ;
Avandaryl _ |glimepiride - , i
Avonex  interfferonbeta ta : : o ] o -
Betaseron  |interferonbeta 1b | - ) ] )
Byotta exenalide ] o ] o S B
Campral  jacamprosate calcium o L o o
Cancidis  jcaspofungin acetate . o B o o
ChiRhoStim  lhuman secretion ! i o B i .
Clozarit clozapine _ ; S
Concerta* methylphenidate HCI ; ) -
Cymbalta duloxetine HCI o o . L e B
Daytrana® | methylphenidate HCI | e T T )
Dexedrine |dextroamphetamine ; | o o i
Dilaudid hydromorphone HCI ﬁ o . o
ovan valsartan . M o i
Elaprase idursulfate o ,V S o . o o i .
Elmiron pentosan polysulfale Na | v o .
Elspar _ |asparaginase ' ; - .
Enablex _  _|darifenacin HBr e i
Epogen**  |epoetin alfa ; e B . T .
Eraxis - andulafungin “ - B e ) )
Ethyol amifostine o o o L .
Exjade _|deferasirox : - ! o
Focatin dexmethyphenidate HCI I i )
Fortovase'* ~~ |saquinavir mesylale o i o
Fosrenol _|lanthanum carbonate hydrate i o . o o :
Gabitril _____|tiagabine i : i o o
Herceptin _|trastuzumab i i . N . I _
__ |adalimumab ) ) i i B o o
hyaluronidase [ i o o
5 _|saquinavir mesylate P o o B
Iplex ~|mecasermin rinfabate i o i .
Januvia ___|sitagliptin phosphate 1 i .
Ketek telithromycin ! i




Drugs to Review 2006 Docket #NIOSH

Affiliation : Kaiser Permanente

Proprietary Name Established Name

g e —

z«f FDA U‘m:‘wm and Warnings Fitting N

VESIcare

Reviewer : Erica Stewart, CIH; Joel Sigler;

105

10SH Criteria For Hazardous Drugs_
; i

Lamictal | lamotrigine

Levernir _ insulin deterir

Lucentis _ _|ranibizumab

Lumigan _ __|bimatoprost

Macugen _ pegaptanib sodium

Magnevist |gadopentetate dimeglumine

Metadate” Imethyphenidate HCI

Methylin*  _ |methyiphenidate HCI

Multihance ~ |gadobenate dimeglumine

Naglazyme _|galsulfase

Nevanac_ nepafenac

Nexium esomeprazole magnesuim

Noxafil i . posaconazole

NutreStore L-glutamine

Omacor . _ omega-3-acid ethylesters

Opana_ " |oxymorphone HCI

Pentetate Zinc

Trisodium i

Prevacid NapralPAC lansoprazole; Naproxen _

- |darunavic
. ziconotide i

SU— epoetin alfa_ B

Propanolol HCI

Ranexa

Rapamune -

Raptiva o efalizumab

Remicade ~ |infliximab

Ritatin* = _ _ %Bmssusmzama HC!Y

Sanctura__ trospium chioride _

Sensipar_ B cinacalcet HCI

Serzone _ |nefazodong HC!

Strattera_ . _ atmoxeting HC! .

Symilin pramfintide acetate

Trasylol ..

Tyzeka e

Vectibix |panitumumab_ )

Ventavis iloprost L

Veregen _ |kunecatechins

solifenacin succinate

Included in the NIOSH

e

'Hazardous Drugs List ?

| yes

Donald Kaplan, PharmD

no

ﬁno_::.m:-m .

i

Send reviews to: niocindocket@cdc.gov

il
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Affiliation : Kaiser Permanente

Proprietary Name _ |Established Name

New FDA Drugs and Warnings Fitting NIOSH Criteri

Videx _ _ |didanosine
Visudyne ~_verteporfin
Vitrase _ ovine hyalurcnidase

utrin** bupropion HCl )
Xifaxan ~_ |rifaximin o
Zarontin ethosuximide N
Zingcard ___ |dextrazoxane B
Zyban™ buprapion HCI .
Zyprexa . |olanzapine _
* = several proprietary names for same drug;
) ] |
ADDITIONAL COMMENTS )

** = two proprietary names for same drug

Reviewer : Erica Stewart, CIH; Joel Sigler; Donald Kaplan, PharmD

{Send reviews to: niocindockel@cdc.gov
| ﬁ ‘ ) - ‘
| .
Should this Drug be
included in the NIOSH
Hazardous Drugs List? Comments o B L . -

yes | no
a For Hazardous Drugs
| b

-

|




