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Dear

_ letter of December 9,_201Linwhich the
* Department of Health (D 1t} cited Allentown Medical Services (Allentown) with
 what amounts to a set of deficiencies and asked for a Plan of Co jon. -

This letter is in response to your

: 'i‘hankyou for brmgmg . ow‘attcntionm of congern to!ﬂw Dcpamnentwheze
wo can improve out documentation and/or quality of care. ! )

While ws respectfully disagree with the Department's tation that our
offics “Failed to provide services accordance with 28 Pa. Code ... i.c. the Abortion
. Control Act (ACA), ne,ver:heles#, swe-intend to fully cooperate with the Department and-
we have included with this Jettet.our Plan of Cortection as yourequested. _

. I'would like to point out that almost all of the itets issues Jeferenced in the
‘Department’s letter involve only|record-keeping issuics, not directpaticnt care issucs.
‘There is 1o cvidence that any of the issucs referred to by the Depaitreent resulted-in any
paticnt hamm or-that these d Ientaﬁonissw pose any risk of harm to paticsts. They
are primarily record-keeping lasues and do not fvolve any violation of Penusylvania law.
For example, the ACA requires only that we provide “an individual” to motitor
respiratory rate, blood pressurs gud heart rate. There is no question that we definitely had
such an individual available; however, the Department’s letter raisps concerns that this
individual did not adequately dobtument this monitoring, While theissusof
“documentation is not addressed in the ACA, and we maintain that we arc in compliance
of the law ag written, nevcrthclc#s we support the idea of improved documentation and
our Plan of Correotion addrosses this issue. Another example is that the Dopartment cltes
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usas faiﬁngto oomplyvnththe{;CAbecauaewedidmtalWays qvaupto our own
 internal policies. Nevertheless, our internal policies are more stringent than those
delineated under Pennsylvadia law, and a failure to always adbere to our own seif-
lmposedintemalpohmxsnotlewssmﬂy a fallure to adhere to the law.

: Wealsonaﬁethatwehivebeenprovidingahorﬁonservl
mmthmadecade,mdwehavénembeforemmvedalethrs
December 0 andmhave_ beforebcenaskedt‘oral’lanof

newpractacaofﬂm ai

We hope that the Depart; entmtendstouhlmmlsnew eS8 a8 & riteans of
 working together with vlders and collaborating with them in effort to achieve our
A mutualcemmongoa! oftmpmvxinghcalth cmforthepubhc.

- Fmauy,wehopethatthc'manofmmﬁonmlmdmmmm:ns

* satisfactory to the Department. #youhwmquuomwwmmammomleof
Coneononorourdchwryofcax]e,oriﬂcanbg fany fix ersemcctotbcDepartmcnt.
ﬂucnpleasedonot!mmxetocmlmctme

’inPennsylvamafor
ilar to that of
sction, Isthisa

. T‘hmkyouvewymuchfo{'yomﬁfneéndatﬁﬁﬁontoﬁ:isle}terandtoour?lanof |
‘Correcﬁon. , B ,
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 of the Department describes in nattative fomia'

‘umber of issues of concem 1o the Department. We will go through the letter and
dmﬁfyalloftheiasuesthatweﬂieDepaﬂmenthasmsed \mattempttoaddress

0001 Requlrements for Aborﬁon 29.33(1)
We mamta:n that we are Llrcady in legal compliance wnth u'9-33(1), nevertholess,

. ﬂammthmPlanofConwuon. The issues amaddressedmthst of Cortection in the

" the Plan of Correction below will address the docutnentation and equipment issues cited

by the Departrent in thelr letter]

,1 Cited Issue: Legal Requi mnent to have “an individual to momtor respnatory

rate, bloodpresmandhcartrate"

POC: This requit entisalreadyadhcrcdtoa&w&mmntamthatwe
already have an individual who is available in the procedureroom to -
monito:thepaﬁegnmmsm Thete is 1o shortaa

avallable fo catry|out this function and we n:n:p
f'sloaaimquimnentoonomning affing,

compliance with'

2. Cited Issne: Inm-nal Po ¢1es “failed to include the assessment and

3,

02 satysation will a]sobereoorded for conscious aédatlon patxents,

docmnentdhon of respirajory rafe”

POC Quri pohcms wﬂl be rewsed to mclu«ile the assessment and
domnncntanon of msplrabory zate.

) ?.

Cited Issuc There was “no preopetauw: documentation af blood pressure,
pulse, respirauons, atl oxygen saturation” for amnnber ofjpatient records
rewcwed. :

POC: We maintain thet we did monitor patient vital signs (which includes

&l of the above itbms) anid we did provide some dobumentation in that we

documented hat the patients “vitel signs wete within normal limits atall
times during the procedure”. Wealsopointomths this is not a specified

~ requirement of th¢ ACA. Nevertheless, in order 1o pmvxde even betier

doctmentation than we already do, our plan of cotrection is to modify ow -
Abortion Procedure Record aud mmmdonmem}omnpmedm
bé.rs for BP, P, RR into the medicalrecord pm-opetauvely

: —
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4. Cited Issue: There was o documentation of blood pressirre, pulse, respirations,
&nd oxygen saturation during or at the end of the procedure” for & number of
patietit records tevie I . .

o _
POC:  To adhers to a high standard of safe cars, o
continuously mox%ﬂtored, on a second by second basjs
procedure via moPitoring equipment which has sl
physician and the team if the patient’s oxygen saturation or pulse rate drop

-below acceptable standards. Additionally, It is our poticy to doctrneint
into the patient’s medical record, patient vital sigus,ut Ieast every 10 to 15
minutes, The latge majority of our procedures are first trimester _

- procedutes which last, on average, 3 to 4 minutes. These patients are not
yndergoing general anesthesia, nor are they undeirgoing decp scdation.

For such patlents; it is not considered the generally hooe 1 _
cate to require docuntentation of vital sigus every 3/ or 4 minutes, Neither
the American iation of Anesthesiologists nor gny other generally
recognized accrediting organization requires such frequent documentati
of vital signs. Ndr is this legally required under thd Pennsylvania ACA.

;&ccpidingly, our OC is to record intra-opetative
Procedures whi last longer than 15 minutes, and

iital signs forany
tecord the patient’s

vital signs upon attival into the recovery room,
end of the procediic. [n addition, we have always Jecorded any abuommal

3. Cited issuet The following equipment necessary for patient cars was not readily
- available for use and/or siot in a usable state: Ultrasound niachine, vacuum -
~ suction, pulse oximeter and blood pressure cuffs had not been inspécted, certifi
for use and/or not calibrated. , . g :
POC: 'Wo wish 10 point out that we had “readity avhileble for use” (as

required under the ACA) !l of this equipment. Théte is no issus that the -
mquiredequipmei:tisthmandmdﬂyavalablefo use. Cur POC isto

have all of this equipment either inspected or certified or calibrated on an
annual basis, and to deoument such inspestion o certification or C
calibration. | o

6 '_ Cited Isue: Medication/refrigorator had a thick amnnulfaiion_o_f ice on freezer.

o POC: WeWﬂldcﬁ'ostthcﬁ‘cczer

| ——r——
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weminanywa'yj&pmfdimd.nwertheless.weare:othappythato'm‘ *

" documentation is fiot ugs to our own policies. Ourlglan of Correction is to
privately discuss this shortcoming with our nuses and to point out to them -
't_hattheyarenotr' viding adequate documentation, and that the PA
‘Department of Heplth has identified thia as a problem. Hopefully, 2 gentle
word of reproach will be adequate to persuade our wrses to dmprove their
documentation. However, we will also follow thig [sp with an intermal
wviewin&monﬂ#toensureths;ttheirdocummti on has improved,

. : B '

11. Cited Issue: For & numbgr of patient records reviewed, the Department found
| oxygen saturation per policy. No do entation of
POC: It is wncl ]from the Department’s letter wikther they arc refering
to documentation

Record. Our i

jat poticy pravides for recordingiof “vital signs when
procedure. We have already agreed to modify our
re-operative documentation of réspiration, -As
li : procedures generally fast only 3 to 4 minutes, and it
is not the generally accepted standard of care to recbrd regpiratory rate thit
frequently. Our Peén'of Correstion is to record the oxygen satvration and
resplratoryraﬁcmithcproccdurcmmrcwxﬂlmm diately pre-operative to
ing the e and fo visually observe and monitor respiration
quality after that and to motiitor oxygen saturation ¢ ouslyona -
sccond by second basis via pulse oximetry intra-opératively duting the
. : | .
12. Cited Issue: Fora numbir of patient records reviewed, the{Department found “no
assessment and documentation of the condition of the patient prior to discharge”,

POC: While we maintain that we did provide patient ass in the rccovery
_ room and some evaluation of paticnt status, we agree that this ntay nof kave been
' ar Plan of Cotrection is to modify our Recovery Room
record to provide a spéce|for the specific documentation of the-evaluation of the
condition'of the patient pHicr to discharge, as well as providing instruction to the
staff on how to fill out form. This will improve our jonand
: g:vﬁ;l:g & mechanism for]éxplioit reporting the condition of the patient upon
-discharpe, . S _

' Last Issuc Cited: Bvidence of a fnechanism for monitoring imple sentation of the POC.

The Depattmerit has asked for “evidence of a mechanism for monitoring implementation

-of the POC™. It s unclear whether the Department wants us to provids them with a .
mechanism for tho Department to monitor the implementation of the POC, or whether the

Department mesely wants a mechanism for us to self-monitor the POC. However, we can

‘provide the Department with both options. -If the Depurtment wanfs to directly monitor

the Procedure Room résord or fin the Revovery Room
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the implementation of this POCIL then since it is essentially ail dopumentation, we can
* simply provide the Department;with the documentary evidénce of the implementation of
the POC. This will permif the Department to fitst-hand review, and comment upon, the
implementation of the POC. Alternafively, if the Department wolld prefer that we self
- monitor the implementatiori of fhé POC, we can do that as viell through our own internal
compliance program. Our compliange officer cant make a site visit and inspect the office .
" to-cnsure adequate impl jon of the POC. We plan to haveithe POC fully

implemented snd completed within rinity (90) days, snd shorily after that the
 Compliance Officer can compléte 4 site visit and teview and monifor the implementation

. of the POC. :

Finally, we hope that this Plan L Correction is acceptable to the Depamnent of Health. -

. tomLe.or



