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TITLE:n ... Clarification of Guidance Regarding Physicians Detion
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~ MEMORANDUM 'FOR: M. M. Shanbaky, Chief -
: e -PHR Radiation Protect1on Sect1on Reg1on I

FROM: "'Denn1s A. A111son, Ch1ef, Section.B
: ' .~ Engineering and Generic Comnunications’ Branch
~ Division of Emergency Preparedness and
: Engineering Response - :
AOff1ce of Inspectwon and Enforcement

RSUBJECT:- o ‘REQUEST FOR CLARIFICATION OF GUIDANCE REGARDING .
) - PHYSICIANS DETERMINATION FOR PHYSICAL QUALIFICATION
OF RESPIRATORY EQUIPNENT USERS .

) 1 emfwriting in responSe to yout June 24, 1985‘memofahdum to L. J. Rfunninghem
‘on the above subject (Enclosure 1) which requested clarification regardxng
phys1c1an s signatures on individual: f]tne5> deuermlnat1ons

The F1s|er Hal] memorandum (Enclosure 2) dwd not concur with the Region 4 =
position that “...a physician must review and sign the forms..." that document
the final determ1nat1on of individual fitness for wearing respirators. We did -

cree that %...a phys1c1an must make the final determ1nat1on of fitness for
ea'h 1n41\1dua1 " :

We do not wish to prov1de'regu1atofy gd1dance'wh1ch'cou1d be neéd]essly pre-

o scriptive and possibly lead to a lack of inspector/Ticensee flexibility. For

cetermining compliance with the 10 CFR 20.103.c.(2) requirement, who physically
signs the "fitness" forms seems of secondary importance. -&lso, we believe that -
“z1ab111ty questions" you mention are outside our regulatory purview and focus -
on after-the-fact health problems of the respirator user. The intent of having.
& physician mzke the medical determination was an effort to effect1ve1y screen
out peop]e vith health prob]ems before resp1rator use.

"~ MWe can env1s1on an acceptcb1e comp11ance s1tuat1on where a trained nurse

physically administers testing, and documents and signs the required forms. As
long as the individuals medical test results are within a pre- -approved (by = =
physician) envelope, and the phys1c1an agrees. to retain. full respons1b111ty, we
believe the intent of the reguiation is met. If phys1ca1 parameters fall
outside the acceptable range, then this .individual's case could be referred to
the physicien for more direct attention/testing. In summary, all forms should
be reviewed by the phys.c1on, but whether the phys1c1an signs appears to be
non-substantive. :

Contact: Jim Wigginton
(301)492 4967



| . RGreger, RIII

M. M. Shanbaky R

‘The inspector should focus on the degree of involvement of the responsible™
physician. Based upon the 11m1ted information prov1ded concerning the Ginna
Station, it zppears that the "responsible phys1c.an“ is not involved in any
direct oversight/review function of physical screening results for each indi-
vidual. Assuming no other involvément by the company physician, we would
recommend the licensee upgrade the phys1c1an s direct 1nvolvemant 1o meet-the

‘requ1remenus of 10 CFR 20. 103 c. (2).

In ‘summary, we do not believe that each form must necessar11y be s1gned by a
‘ phys1c1an However, the physician should be_involved in the superv1s1ng and
overseeing the f1tness determination program such as by reviewing overall
‘results, reviewing individual cases that fall outside certain physical parame-
- ters and general supervision/oversight of the personnel performing the tests.
- Simply setting up rules at the beg1nn1ng, 'with no further involvement, is not
adequate. If you have any ques»1ons concerning this c1ar1r1cat1on, please call "
mz or Jim Wigginton. : v

Dennis A. A111scn, Chief, Sect1on B
Engineering and Generic -
Communications Branch -
Division of Emergency Preparedness and
- Engineering Response ‘
O0ffice of Inspection and Enfowcement

Enclosures: . 1. Shanbaty Cunn1ngham Memo (6/24/85)4
2. Fisher-Hz11 Memo (2/1/84)

- 3. Hall-Cunningham Memo (10/31/83)
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MEMOQRARDLUM FOR: L. J. Cunn1ngham Ch1ef Eng1neer1ng and Gener1c
: Commun1cat1on Branch IE

FROM: - M. M. Shanbaky, Ch1ef PWR Rad1at1on Protectwon
: o Sec*]on, Region I

SUBJECT: ©  REQUEST FOR CLARIFICATION OF I & E QUIDANCE REGARDING
~ PHYSICIANS SIGNATURE REQUIREMENTS DURING PHYSICAL -
QUALIFICATION OF RESPIRATOR USERS

In a letter dated February 1, 1984 your office concurred with the Region
IV position that a physician must review and’ sign the forms that provide
tne results of medical screening of resp1rator users. However, you also

state that a phys1c1an S des1gnee may sign. these resu]bs for adm1n1strat1ve
coqven1ence

At the Ginna Station a spec1a11y trained nurse conducts the screening,
reaviews the results, and signs the authorization for respirator use by a
‘worker. The corporate physician is responsible for this program but
does nct review individual screening results nor sign any document.. The
Region 1 position is that a physician must eventually review the
screening results, concur with the nurse's evaluation, and s1gn an
appropriate form. We believe that a phys1c1an designee may sign the
1n1~1a1 results for administrative convenience, however, to satisfy the

eguietory requirements and Tiability questions, a physician must review
enc appruve the fwna] records.

Please r‘rov1de c]ar1f1cat1on on thn phys1c1an S s1gnature requvrement

o 5%,/%&

M. M. Shanbaky, Ch1ef
PWR Radiation Protector Section

cc: . Barr, R 11
. Greger, R, III
. Murray, R IV

. Yuhas, RV _
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MEMORANDUM FOR: Remon E. Hall, Chief .
: Techrical Pro"ram Branch
Division of -Vendor and Technical Progrcws'
' Re ien IV : :

FROM: ’ ‘Hi11icm L Fisher, Chief, Sect1on B
‘ -~ Engineering ard Gen°r1c
Commun1cat1”ns Branch :
Division of Erergency Preparedness
and Engwnaerwng Response
O..ncc of Ins:ecb1on and Enforcemsnt

ot O

SUBgzlT PEOJEST D GUICANCE REGARDING PHYSICIAIQ DETERMINATION FOR
FH \SICA QUALIrICATIO\ OF RESPIRATORY EQUIPMENT USERS
Es reouested in your Octeber 31, 1983 memorandum (copy enclosed), we have
reviewed the Regicn IV licensee's rosp;rctor UsSers phvs;ca] qualificatien - _
propcszl, We cannct support the licensee's proposa] We do support the stated
Region. IV position that 2 physwcwcn must meke the finel determination cof '
fitnass for ezch individuel. It is not acceptable for a physician to establish
riteriz for a progrzm and then heve the licensee (or any other des1onee\ use
nese criteria to :t:rw1ne an 1nu1v1dua1'= oua11f1cat1on
Our position cces not mezn -the phvsician must personal]y adﬁ1n1star gach
redicel history questwcnn ire or phys1ca1_t°st . Ner should ve pwec]uda the
chvsicien's madicel desigres (e.c., a nurse) ‘"om swgn1ng the medical epprovei/
cenizl vorm for the physician, &s long.as the designee's swcna+ure is clearly
for administirative convenience anc . the phys1c1an has not re11nqu1sh2d BNV
resporsibility for the fitness cetermination. ,

We hz :ve ccordinated this response with Lynnet te Henor1cks, GRPE, RES. If you
have 6”] questions, plezse contacg Jim h1og1nton :

S Williem L. Fisher, Chief, Sectien B
Encineering enc Generic
: Communications- Branch
" Division.of Emeroency Prepareoness
~ and Engineering Response, IE.

Enclosure: see page 2

CONTACT: J. E. ¥igginton, IE.
- £€.28957
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MEMORARDUM FOR: L J. Cunningham, Chief, Sect1on B, Engineering cnd Cener1c
- Communication Branch IE

!

FROM: ; Y E; QaT] Ch1ef Technice] Pkogram Branch
SUZBJECT: oy

C
v
1

ST 1E GUIDANCE REGARDIRG PH\CIC KR S DETERMIRNATION FOR
RATORY EQLIPIENT USERS o S .

-
el U
..,r_
L:.’

During & recent inspection of a chmnsee s respiratory protectwon program, the
Jinterpretetion of 10 CFR Part 20.103.c.(2) wes discussed. 10 CFR Part. 20. 103 c. (2)
states, in part° ' - ‘
PR "and determination by .2 physician prior to initial use of
respiretors and-at lezst every 12 months thersaiter, thét the individual
user is physwpa11v eable to use the resp1ratorj protective EQUTy ment."
In our case, & physician assisted tno 11cersee in the develcpor Pn+ cf pass/Tail
zcceptance criterie Tor the persornc] sC rcen1ng checklist end pulmorary
function tests. The licensee is respeonsible for actually performing the _
screening end functiisn test:._ ‘The licensee maintzins the pesition that since
& physician hed input regerding the acceptance criteria, it is not necessary
to have a physicizn cdirectly invelved in the review and concurrance of the
initial or followup exzminations; once the testing perameters hzve been
es3teblished, the iicensee can 1n00pandcngﬂy accept or reje t a Drosoectwvc
respiratory user ascd on the test results.
Tre Region IV position hus been thet it is acyepb>b1e for ths licensee i0
conduct the imitiel eanc followup tests, but a physician must review the
resulis

end ccknoﬁ1eco°‘this review by signing the epproprizte forms..



