November 15, 1996
30" 25kl

Nora A. Janjan, M.D.

Department of Radiation Oncology

M. D. Anderson Cancer Center, Box 97
1515 Holcombe Boulevard

Houston, TX 77030

SUBJECT : PROFESSIONAL SERVICE IKDUSTRIES, INC. APPARENT OVEREXPOSURE
Dear Dr. Janjan:

This letter is to confirm our telephone agreement of November 8, 1996, that
you will assist this U. S. Nuclear Regulatory Commission regional office by
serving as a physician consultant with respect to the a?parent extremity
overexposure described in Enclosure 1. A Charter detailing the tasks that
should be completed under this contract is provided as Enclosure 2. (For
misadministrations only: NOTE, you should not evaluate the appropriateness of
the prescribed treatment or its medical effectiveness.) If you encounter
difficulty in completing these tasks or identify additional tasks that should
be performed, please contact Mr. Charles M. Hosey, Chief of the Materials
Licensing and Inspection Branch 1, Region II, the NRC office contact for this
matter. This individual should also be contacted if you believe that your
involvement in the case would result in a possible conflict-of-interest
situation. In addition, please note the information in Enclosures 3 and 4
regarding medical consultant 1iability and service with other Federal
departments or agencies. Please notify Mr. Hosey if you are currently
performing work for other Federal departments or agencies.

It is our understanding, based nn a telephone conversation between you and
Mr. Hosey on November 14, 1996, that you will not conduct an onsite visit.
Your evaluation of the incident shall include a review of all pertinent
documents available, regardless of whether an onsite visit is conducted.

The licensee, Professional Service Industries, has been notified by our office
of your participation in this incident evaluation and has been asked to
contact the individual's physician regarding your involvement in NRC
activities.

Enclosure 5 contains a brief summary of the U. S. Department of Energy (DOE),
Office of Epidemiology and Health Surveillance Long-Term Medical Study
Program. DOE sponsors this life-time morbidity study of personnel involved in
radiation incidents through The Radiation Emergency Assistarce Center/Training
Site (REAC/TS) of the Oak Ridge Institute of Science and Education (ORISE).
NRC will provide information on the Study to the individual's physician or
referring physician, after NRC has investigated the incident. However, you
may want to discuss this information with the individual’'s physician or the
referring physician.
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Nora A. Janjan, M.D. 2

Please inform Mr. Hosey when you have completed the tasks specified in the
Charter. A report of your findings and conclusions shall be provided to us
within 30 calendar days of the completion of the case review unless there are
extenuating circumstances which have been discussed with Mr. Hosey before the
30 day period ends.

Please follow the instructions provided in the Charter when preparing and
submitting claims for reimbursement. These claims should be sugmitted on a
monthly basis (Enclosures 6 and 7) but no later than 30 days after the
completion of your report. You should submit your voucher to Mr. Hosey.

Thank you for your assistance in this matter. The NRC regional office contact
for this case is Mr. Charles M. Hosey at (404) 331-5614, office facsimile at
(404) 331-5559, or e-mail him at CMH1@NRC.GOV.

Sincerely,
(Original signed by L. Reyes)

Stewart D. Ebneter
Regional Administrator

Enclosures:
Preliminary Description of Incident
Physician Consultant Charter
Medical Consultant Liability
Restrictions on Service with Other
Federal Departments or Agencies
Summary of U.S. Department of Energy
Office of Epidemiology end Health
Surveillance Long Term Medical Study Program
Medical Consultant Report
NRC Form 64/64A, "Travel Voucher"
NRC Form 148, "Voucher for Professional Services”
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6.
7.
8.

Distribution w/encls:
D. Serig, NMSS (with Enclosures 1 and 2)
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PHYSICIAN CONSULTANT CHARTER

GENERAL INFORMATION

The U. S. Nuclear Regulatory Commission’s authority and responsibility
for conducting sggcia] inspections of radiation exposure incidents are
Erovided under the Atomic Energy Act of 1954, as amended, and under the

nergy Reorganization Act of 1974. The purpose of these inspections is
to ascertain the facts and other related information surrounding the
incident. This may involve the following tasks: determining the
circumstances surrounding the incident and the root cause of the
incident; evaluating the actions taken by the licensee at the time of
the incident, in providing medical care to exposed persons; evaluating
corrective actions taken by the licensee, to preclude future similar
incidents; verifying or estimating dose to the exposed individual(s):
evaluating the probable deterministic effects of the exposure;
evaluating the notifications made by the licensee, and the licensee's
follow-up plan, if available: and gathering evidence to support any
necessary enforcement actions by NRC.

SPECIFIC GUIDANCE AND TASKS TO BE PERFORMED
1. The physician consultant shall not do the following:

a. Enter into a physician-patient relationship with the exposed
individual.
b. Provide medical opinions or recommendations to anyone other

than NRC, without NRC's written permission, unless compelled
by Ie?al process to do so. To minimize the risk of
1iability, any recommendations made by a physician
consultant should be accompanied by a disclaimer that the
recommendation is not a substitute for the professional
Jjudgment of any physician involved wi*h, or responsible for,
the patient’'s or individual’s care.

L Recommend a particular expert. The physician consultant may
indicate that the services of an expert are needed, and if
asked, the consultant may identify, after consultation with
NRC management, sources for identification and location of
such experts. Recommendations will be in accordance with
5 CFR 2635.702, which prohibits Federal employees from using
public office for the endorsement of any product, service,
or enterprise. Information on 5 CFR 2635.702 is available
from the regional contact Tisted in the cover letter.

d. Divulge or make known to the licensee, individual,
individual 's physician, or referring physician any official
findings or conclusions resulting from the NRC inspection,
without NRC's permission.

Enclosure 2
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e. Evaluate the appropriateness of the prescribed treatment, or
its medical effectiveness.

f. Volunteer advice about corrective actions to be taken by the
licensee.

2. The physician consultant shall do the following:

a. Provide an estimate of the radiation dose to the exposed
individual based on effects observed, and the probable error
associated with the estimation of the dose. If necessary,
request that the 1icensee and/or individual's physician
furnish informition on medic2! history, physical
examinations, iind other ertinent laboratory work, etc.

Assess any prohable deterministic effects on the exposed
individual.

Evaluate the midical data previded by the exposed
individual 's physician and interpret the results for the NRC
regional office staff; keep the NRC regional or Headquarters
staff informec (as appropriate) of the medical condition of
the individual.

Prepare and stbmit to the NRC regional office, a report of
findings and c¢onclusions, within 30 calendar days of
completion of *the case review and/or site visit, unless
there are exte¢nuating circumstances. These circumstances
should be comunicated to NRC regional management as soon as
they are discovered. If information is discovered that is
directly relevant to a potential violation of NRC
regulations, 't should promptly communicated to NRC.

The report ma be submitted on the enclosed report form. If
the enclosed ‘orm is not used to submit the findings, you
shall, at a minimum, address the items listed on the form.

Promptly prepiare and submit NRC Form 148, "Voucher for
Professional Services,” to the NRC regional contact,
indicating diys/hours claimed. Per NRC Manual Chapter 4139,
"Utilization of Consultants and Experts,” these vouchers
should be suimitted monthiy, when work is performed.

Prepare and submit NRC Form 64/64A, "Travel Voucher,” to the
NRC regional contact for expenses incurred during days/hours
worked in the region or Headquarters.

(NOTE: The regional offices shall make travel arrangements

through an NRC travel request Form-279.)

Enclosure 2
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g. Evaluate the licensee's plan for the individual's follow-up,
if available.

The physician consultant may consider performing the following:

Informing the individual's physician of the U.S. Department of
Energy, Office of Epidemio]og{ and Health Surveillance's Long-Term
Medical Study Program. This life-time morbidity study of

rsonnel involved in radiation incidents is maintained by the
adiation Emergency Assistance Center/Training Site (REAC/TS) of
the Oak Ridge Institute of Science and Education (ORISE).
Information on the Study is attached to the confirmation letter.

(NOTE: NRC will make the referring or individual’'s physician

aware of the Study if the consultant does not inform the
physician.)

Enclosure 2



MEDICAL CONSULTANT LIABILITY

Medical consultants who are appointed as Special Government Employees are
considered to be Federal employees. When a Federal employee is personally
sued for a common law tort committed within the scope c¢f employment, the
United States will be substituted as the defendant pursuant to the Federal
Tort Claims Act. Government counsel will defend the suit on behalf of the
United States. The United States will be responsible for any damages that
might be awarded. In addition, the consultant would have absolute personal
immunity for injury or damage arising from common law torts. A Federal
employee (inciuding present and former employees) may also be provided
personal representation by the Government in a proceeding in which he or she
is sued, subpoenaed, or charged in his or her individual capacity, provided
the actions for which represertation is requested reasonably appear to have
been performed within the scope of the employee's appointment, and
representation is in the interest of the United States.

The consultant’s provision of professional opinions and recommendations to the
U. S. Nuclear Regulatory Commission does not constitute "practice of medicine”
within the scoge of State licensing laws, provided the consultant does not
enter into a physician-patient relationship with the patient.

Enclosure 3



RESTRICTIONS ON SERVICE WITH OTHER FEDERAL DEPARTMENTS OR AGENCIES

U. S. Nuclear Regulatory Commission policies and procedures for obtaining the
services of consultants are defined in a Commission Directive.' The
following information is contained in the Directive and has direct
implications for the physician and scientific consultant.

Service with Other Agencies

An employee who serves two or more Federal Departments or agencies
is required to inform each of his or her arrangement(s) with the
other. If the individual's appointments are made on the same
date, the aggregate of the estimates of the days of services will
determine the decision, by each agency, as to whether the
individual is "Regular” or "Special.” If, after being employed by
one department or agency, a Special Government Employee is
appointed by another agency, the second agency must make an
estimate of the individual's days of service for the remaining
portion of the 365-day period which was initiated by the first
appointment. The sum of the estimate and of the actual number of
days of service to other departments or agencies, during the prior
portion of such 365-day period, will determine whether the
individual is "Regular” or "Special.” Close coordination between
the agencies and the appointee must be maintained to insure that
the 130-day limitation is not inadvertently exceeded.

'Information taken from U.S. Nuclear Regulatory Commission, Management
Directive Chapter 4139, "Utilization of Consultants, Members, and Other Advisory
and Assistance Services,” Part I, Appendix D, Paragraph 4.
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SUMMARY OF U. S. DEPARTMENT OF ENERGY, OFFICE OF EPIDEMIOLOGY AND
HEALTH SURVEILLANCE'S LONG-TERM MEDICAL STUDY PROGRAM

The Office of Epidemio&ggy and Health Surveillance (OEHS) of the U. S.
Department of Energy (DOE) sponsors a voluntary life-time morbidity study of
Eersonne1 involved in radiation incidents, which is maintained by the

adiation Emergency Assistance Center/Training Site (REAC/TS). This study
includes the gathering of clinical and epidemiological data at an early stage,
after a significant exposure to radiation, and continues throughout the
lifetime of the individual involved. The purpose of this study is to compile
the best human radiobiological data available for improving immediate medical
care, to develop the best prophylactic and anticipatory care for possible late
effects, arsi to upgrade the bases for radiation risk estimates.

Personne. sought to participate in the study are those involved in a radiation
incident or misadministration during which one or more persons received
radiation exposure that equals or exceeds the selection criteria listed in the
accompanying table. If a willingness is expressed by an individual to
participate in the study, direct contact with the individual will be made by
the DOE contractor at which time the details of the program will be explained

fully, a consent form will be signed, and a schedule for future contacts will
be arranged.

Generally, the follow-up program will consist of obtaining copies of all
medical records associated with the treatment of the individual, immediately
after the incident, and then annual contacts with the individual, to follow
his/her medical history. Initially, the types of information sought will
include a complete medical history before and after the incident or
misadministration, and copies of all relevant hospital, laboratory, and
physicians’ records covering the period of observation. The annual contact
w1{1 be made to determine whether the individual has had any illnesses or
physical examinations during the year, and to obtain additional medical
records as they appear to relate to the radiation exposure.

Participation in the follow-up program is totally voluntary and individuals
may stop their participation at any time. The medical information obtained
during participation is covered by legal constraints, to protect the identity
and privacy of living participants. Any expenses involved in ?roviding
medical records to the follow-up program are borne by the DOE Tong-term
medical study program and not the individual. Any expenses for either short-
or long-term medical care of the individual are the responsibility of the
program participant and not the responsibility of DOE, Oak Ridge Institute for
Science and Education, or REAC/TS.
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MEDICAL CONSULTANT REPORT
(To Be Complet=d By Medical Consultant)

Medical Consultant Name:
| Date: ' A

Signature:

'L“i’oensee Name : License
Faéﬂity Name :
Individual ‘s Identification No.:

Incident Date: [/

Individual "s/Patient’s Physician Name and address:

Individuals Contacted During Investigation:
(Name and Title)

Records Reviewed: (General Description)

Enclosure 6



Estimated Dose to Individual or Target Organ:

Probable Error Associated with Estimation:

Prescribed Dose (Medical Misadministration Only):

Method Used to Calculate Dose:

Description of Incident:

T —— ——

Assessment of probable deterministic effects of the radiation exposure on
the individual:

Enclosure 6



| Briefly describe the current medical condition of the exposed individual:

Was individual or individual’s physician informed of DOE Loung-Term
cedical atudy Program?

If yes, :ouid the individual 1ike to be included in the Program?
Y

Enclosure 6
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This torm shall be ~ompleted by alil NRC consultants for claming compensation for official authorized persannel
Services. A signea orqinal and two copies shall be submitted to the NRC office authorizing the service.
TO: FROM: NAME OF CLAIMANT
U. S. Nuclear Reguistory Commission
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cIry STATE 2P CODE
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! CERTIFY that the above sccount is accurete and true T
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METHOD OF PAYMENT
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